o ® 



BEFORE THE STATE BOARD OF PHARMACY 
STATE OF COLORADO 
Case No, 201 1-3973 



CEASE AND DESIST ORDER 



IN THE MATTER OF THE UNAUTHORIZED AND UNLAWFUL DISTRIBUTION OF 
PRESCRIPTION DRUGS AND/OR COMPOUNDED PRESCRIPTION DRUGS IN 
COLORADO BY NEW ENGLAND COMPOUNDING CENTER, rNC., 



Respondent. 

Pursuant to guidance established by the Colorado State Board of Pharmacy ("Board") at 
its January 15, 2009 meeting, documentation has been considered, including, but not limited to, 
the written complaint dated April 13, 201 1, 201 1, in the above-captioned matter. 

Based upon this review, the Board hereby finds that it has jurisdiction over Respondent 
and the suljectUer.herein, and that there exists credit _^^ R ^^ 
without the required license or registration, in violation of §12-22-130(2) and 12-22-blU, UK.b. 

The Board finds as follows; 

1 Respondent's location at 697 Waverly St, Framington, MA 01702 is licensed or 
registered with the Board as a nonresident prescription drug outlet to <>«P^ 
prescription drugs and/or compounded prescription drugs m the State of Colorado 
pursuant only to valid, patient-specific prescription orders. 

2 Respondent's location at 697 Waverly St, Framington, MA 01702 is not licensed 
or registered to distribute stock prescription drugs and/or compounded prescription drugs 
in the State of Colorado. 

3, On or around January 17, 201 1 and March 24, 201 1, Respondent distributed a 
stock compounded , prescription dmg from 697 Waverly St, Framington, MA 01702 to a 
prescription drug outlet in the State of Colorado. 

4 Respondent's conduct constitutes the unlawful distribution of prescription drugs 
into theStateofColoradoJnviolationof§12-22-130(2)and 12-22-802, C.R.S. 

WHEREFORE, pursuant to §12-22-125.2(9), C.R.S., the Board hereby ORDERS that 
Respondent immediately CEASE AND DESIST in engaging ^ in ^^^^^^f 
prescription drugs in the State of Colorado, in violation of §§12-22-130(2) and 12-22-802, 

C.R.S. 



Within ten days after service of this order to cease and desist, Respondent may deques a 
hearing on whether such acts or practices in violation Article 22 of Tit le 12 C R.S>. Iwe 
occurred. Such hearing shall be conducted pursuant to §§24-4-104 and 24-4-105. C.R.S. 



The Board authorized the undersigned representative to sign this Cease and Desist Order on its 

behalf. 

DATED this jg^L day of Cl£&oJ> . ■ 2011 • 

STATE BOARD OF PHARMACY 



BY: _^JJ>^ .^CiUxk&l. 
Wendy Anderson 
Program Director 
1560 Broadway, Suite 1300 
Denver, Colorado S0202 
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February 24, 2003 -FDA Memorandum Detailing Meeting 
Between FDA and the Mass. Bd. Regarding Recent 
Complaints and Inspections (FEI# 3003623877) 




Food and Drug Administration 



"NEW ENGLAND D!STR*C ! 

MEMORANDUM 



Dele February 24, 2003 

Fr om Kristina Joyce, Consumer Safety Officer • NW E ^/ ^ A 
Mark Lookabatigh. Compliance Omcer, NWE-DO , rD* 

o.-t Pphrnarv 5 2003 Meeting with Massachusetts Board of Pharmacy / 

' otisfon ofprofessLal Licensure (239 Causeway Street, Boston, MA 02114). 



To Centra! File . 



Firm; New England Compounding Center 
697 Waverly Street 
Framingham, MA 
FEI: 3003 623 877 



Background 

This meeting was arranged at the request of Mark Lookabaugh NWE-DO Compliance 
Officer via email to Charles Young, Executive Director, on January 30, 2003. I he 
mee^g was held to review the. inspection^ histo.y of the New England Compound ng 
Center and develop, a joint strategy for achieving safe compounding pracnces at the 
firm. 



in attendance at the meeting were: 

Representing the New England District— 

Gail Cosfelio, District Director 
- David Elder, Compliance Branch Director 
Mark Lookabaugh, Compliance Officer 
William Boivin, Supervisory Consumer Safety Ouicer 
Kristina Joyce, Consumer Safety Officer 

Representing the Office of Compliance, ODER (via teleconference)- 

Fred Richman, OC / DNDLC 
Kathleen Anderson, OC / DNDLC 
Betty Miner, ORO / DFSR 
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Representing the Commonwealth of Massachusetts- 
Jean Pontikas, Director, Division of Professional -Licensure 
Charles Young, Executive Director, Board of Pharmacy 
James Coffey, Associate Director,. Board - of Pharmacy 
Leslie Dcyie, Supervisory investigator, Board of Pharmacy 
James Emery, Investigator, Board of Pharmacy 
Susan Manning, Legal Counsel, Board of Pharmacy 



Note: This memorandum has been prepared in accordance with Staff Manual Guide 
FDA 2126,2 



Summary of Meeting 

Mr. Young and Mr. Lookabaugh facilitated introductions. 

Mr. Lookabaugh began with an overview of the inspectional history of New England' 
Compounding Center (NECC). This included a brief description of the recent regulatory 
history of Pharmacy Compounding. 1 

William Boivin and Kristina Joyce/then presented a table summarizing the results of 
FDA's current sample analyses. 2 Mr. Boivin and Ms. Joyce discussed' current 
investigational findings. 3 ' It was stated that the FDA's next step would be to notify the 
firm of the violative sample results and inquire of his intentions regarding the violative 
product still in commerce. It was anticipated that the firm would initiate a voluntarily 
recall of the violative product. 4 if NECC does not take action regarding the violative lot, 
then depending on the quantities of the lot available FDA may- initiate a seizure of the 
product. A Form FDA-483 (List of Inspectional Observations) will be issued to NECC 
with state representatives present at the FDA closeout meeting -with NECC. Fred 
Richman and Kathleen Anderson reminded everyone that in a similar situation with a 
South Carolina compounding pharmacy, FDA issued a press release when the firm 
failed to take recall action in a timely manner. 

A discussion was held to decide if NECC should be considered a manufacturer or a 
compounder. It was decided that current findings supported a compounding role. The 
FDA discussed their ability to take action (through seizure) against the adulterated lot of 
Betamethasone that is still within expiry. The issues of NECC's poor compounding 
practices would not necessarily be ultimately resolved by such an action, it was 
decided that the state would be in a better position to gain compliance or take regulatory 
action against NECC as necessary. The state favored recall of the violative product 



5 See Attachment 1 . 

2 See Attachment 2 . 

3 See Form FDA-^83 (inspectional Observations), Attachment 3 . 

4 The firm has committed to recall (his product. 
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. tu- * ♦ ^<* c nnt hpvp thp authority to subpoena records without cause 
:fl: :SJ^uS, Q f SIc^S^ umbrJL may be abie to provide 
ass iant n iho e matters. The state would ask Mr. Cadden, owner of NECC, t o 
appear before the Board of Pharmacy, to answer to the current compla.ms. 

L f! :fe "^ly'r-rolina Florida^ Virginia, ^Missouri, : Maine, Rhode', island, New 
iS^eb^Tdah^and'MonSna. NECC is pursuing licensure in Connectuct, 

Ohio, Vermont, and Kansas. 

m. accordance with UhW recommenu^u . Qf tl pDA |{st of the curren t 

bS "^ZSSta S S ^ECCdS^cceptable practice per USP 
mspectiona l obsen/at ons ana wn ■ on documenting the devianons 

f ^USP Ha d he S^Sf Manning stated although the state's authority 
does S In^e^ aWtoflne pharmacists, the state is able to take actions aga.nst 
a pharmacy's license, including revocation and suspension. 

regulations in place (including Georgia and South Carolina). 
The state requested the following information 5 from the FDA: 

* /Ko'f NECC deviations from acceptable practice (referring to FDA's 

. SotTrld fi £S FDA 483 (List of Caseations) issued to NECC, with 

« . SSo/SaI ^SS^^S^ inspection when available) 

I ^B^^^tt^ -pounding 
Centers of America (PCCA). 



Summary. 



Mr Flder concluded the meeting by summarizing the discussions and emphasizing the 
^forSus public ^^^^Z^^^ 
S - ^» to o^^n re raSe of the prale of pharmacy (as 

r^^^Tf^d to the Board of Pharmacy (.0 the attention of Ms. Manning) via Federal 
Express on February 1 1 , 2003, 



■ e4 -February 5, 2003 Meelii^^^ Bog^dof Pharmacy 



., , . rnAV rnnnVn^p Po'icv r.i;id« 460.200), FDA will generally continue to 
^l^^t^^ory oversight! such cases FDA *H. se^ to 
e nle c^ope.aiive efforts aimed at achieving result compliance eusu.n.o »* 



engscje cooj. 
safely and quality oi cornpouncteo proayas 



Krlstina Joyce 
Consumer Safety Officer 
New England District, FDA 



MarkLookabaugh 

Compliance Officer 

New England District, FDA 
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SUMMARY O F SAMPLE COIZBCTJON/A NALY^JWltNRW ■ 

FEBRUARY 5. 2003 





! SkfAPU 


r PRODUCT 


LOT j QTY 


B>:p j Results 




j (US i Z.J 
i 


j MelhylprednlsOJons AC- { 11262002@4 | 2D 

■ ,r v , cj .TiO/:",".; " . ;ti. • f 

i i 


V2&I0Z j Assay* Within range 

i i 


169.127 


Repository (PF) 6mg/ml x 
5ml (BSP+BA) 




■in 

l L) 


^ /on /no 


| Asssy= Subpoleni' 

BSP 77.4(0); 74.6 (C/A) 
BA 71.6(0); 71.0 (C/A)" 


169128 


Methylprednlsofone AC 
(PF) 40 mg/ml x 1 mi 


•11262002@5 


50 


1/10/03 


Sterility— Negative 
Endotoxin- "not performed" 
Assay= Superpofent 

131.4 (OJ&.133.1%fC7A) 


169129 


- Betamethasone 
Repository 6mg/ml x 2 
ml 


12102002(5)1 
1 




. o/o/Uo 


oteniky^ Negative 
Endotoxin^ Negative 
Assay- subpotenf 
BSP 67.0 (O); 62.0 (C/A) 
BA 59.8 (O); 58.7 (C/A) 


1691^0 


Methyiprednisolone AC 
(PF) 80 mg/ml x 1 ml 


11262002@4 


50 


1/25/03 


Sterility^ Negative 
Endotoxin^ Negative 


169131 


Triamcinolone Acetonide 
40 mg/ml x 5 ml 


11 2020002® 
8 


34 


2/18/03 


Sferiiiiy= Negative ' 
Endotoxin "not performed" - 




Prochlorperazine 
Edisylale 5 mg/mi x 10 ml 


11112002@1 
1 


18 


2/9/03 


Sterility^ Negative 
Endotoxin "not performed" 




169133 


Saline PF 10% injectable 
x 1 5 ml 


12122002@1 
4 


5 


3/12/03 


Sterility^ Negative 
Endotoxin^ "not performed" 




208553 


Betamethasone 
Repository (PF) 6mg/ml x 
2ml 


11302002@1 


50 


1/29/03 


Sterility^ Negative 
Endotoxin^ "not performed" 






Sleriie Vials 














Via! stoppers 










1 . PF= Preservative Free (for some products, NECC makes product both with and without preservative) 

2. Betamethasone Repository Betamethasone Sodium Phosphate & Betamethasone Acetate. 


SAMPLE 


PRODUCT 


Lor 


QTY 


Em 


Results ■ 


193610 
(9/13/02) 


iyiethylpredisolone AC 
(PF) 80MG/ML INJ 
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1/14= Sphingomonas 

paucimonas 
4/14= Burkholderia cepacia 



SUMMARY OF FDA INSRECTIONAT, OBSERVATIONS FOR hmrr 

FEBRUARY 5> 2003 



ASSAY ISSUES 

i j h'o co;-L:n;^vil:cn 10 venry stenie drug products' meet sei standards, such as- 

a. No. specifications (ie. USP or other) are set for finished products 

b. No evidence products meet assigned shelf life. ' 

2) Preparation: No documentation of the following: 

a. Equipment used to measure components are calibrated and maintained to 
perform their intended function ' 

b. Preparation steps are being performed in a correct manner since batch 
record preparation instruction sare lacking significant preparation steps, 
including mixing and fransfllling procedures. 

c. All components (drug substances, water, vials, rubber stoppers) meet set 
standards making them suitable for their intended use and don't 
contaminate the finished product. 

d. Testing and sampling procedures performed for finished drug products are 
representative of the lots^atches being tested. 

3) Testing/Sampling: No documentation of the following 

a. No testing is done to confirm product meets specifications, (the only 
finished product testing for selected lots is sterility and endotoxin). 

b. Testing and sampling procedures performed for finished drug products are 
representative of the lots/batches being tested. 



STERILITY ISSUES 

1) Lack of assurance/documentation: 

a. Equipment, supplies' and workspaces are sufficiently cleaned to prevent 
contamination of finished product. 

b. No Environmental Monitoring of Clean Room. 

c. AU autoclave sterilization processes are suitable for the sterilization of 
drag product preparation equipment and components. 

d. Transfer of bulk drug product and equipment from the autoclave (from 
one room thru ante-room to "clean room") for further processing doesn't 
contaminate product. 

e. Transfilling procedures are being performed in a correct manner since 
batch record preparation instructions lack transfilling instructions. 





0^ 
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DEPARTMENT OF HEALTH AND HUMAN SERVICES 
FOOD AND DRUG ADMINISTRATION 



DIS TR IC I Q, r fICE ADDRESS AMD PHONE Wu'MSER" 

Ojt-C I'yJoimoie Avenue, 4 lk Floor 



Sioiiehani. MA 02 J SO 
(7S1) 596-7700 



name and i::le of individual to whom report is issued 

[Tirm name ' " ' 1 — - — 

New JiiJglaiid Compounding Center 
■ cif yTstate mo zipcode 
■Framinghara, MA 01702 



DAt6{S} OF INSPECTION 

10/24, J2/12&I&702, 1/1^-15/03, 2/10/03 

FeTnUI/BER ~~ " — — — 

300362387? 



DURING AN INSPECTION OF YOUR FIRM WE OBSERVED: 



SI RHEY ADDRESS 

697 Wavcrjy Street 



TYPE OF ESTABLISHMENT INSPECTED 

Pharmacy 



The below observations pertain fo drag products that personnel prepare at your firm for which you claim are sterile (for 
example, injections) and arc prepared in anticipation of a prescription. " 

J . • For (he preparation of sterile drug products distributed by your firm (such as those intended for injection), there is no 
adequate documental ion available fo verify (hey meet se'l standards (such as specifications and/or USP limits if 
applicable) or the shelf life (expiration dating period) of these products. This includes the absence of documenfaiionfa 
vedfy the following: 

A. Personnel performing preparation steps are not contaminating the finished products. 

B. Workspaces are cleaned and sanitized to prevent product contaminstion. 

C. equipment and supplies entering the product preparation area are decomaminaied/clcaned to prevent product 
contamination, 

D. The environment in the area where the-fijling and closing operations are performed is adequate to prevent 
product contamination (this includes the lack of documentation pertaining to environmental monitoring in the 
immediate area while product is exposed to the environment, such as during filling and prior to container 
closure). 

E. AH autoclave- sterilization processes are suitable for the sterilization of drug product preparation equipment 
and components (which includes vial stoppers and bulk product). Some examples are: 

a. Lack of documentation to verify that all critical processing parameters being used are appropriate in ensuring 
thai final products meet all standards (such as sterility). Critical processing parameters include sterilization 
time, temperature' size and nature of load, and chamber loading configuration. 

b. Records do not state the actual critical parameters used during processing. 

c. -. Lack of documentation to verify that the autoclave itself is maintained and calibrated to perform its intended 

function, 

d. The autoclave process used on bulk drug products does not have an effect on stabiliry or product 
specifications. 

F. The transfer of bulk drug product and equipment from the autoclave (after it went through an autoclave process) 
from one room to another room in which further preparation steps are performed m a laminar air flow workbench is 
not introducing contamination into die finished product. All components, including drug substances, vials, and rubber 
stoppers, meet set standards making them suitable for their intended use. 

G. Components and process water are not contaminating finished products. 

H. Equipment used to measure the amount of ingredients/components arc calibrated and maintained to perform then- 
intended function, 

I. Testing procedures and sampling procedures being performed for ail drug products arc representative of the lots/ 
batches being tested. 

J. That for each preparation of a sterile product or batch of sterile products there has been appropriate laboratory 



EMPLOYEES J SIGNATURE 
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PAGE' 



FORM FDA 463 (3/00) PREVIOUS EDITION OBSOLETE 



EMPLOYEE^) WAMEAND TITLE (Print or Type) 



DATE ISSUED 



INSPECTIONAL OBSERVATIONS 



PAGE 1 OF 2 PAGES 



DEPARf MEWT OF HEALTH AMD HUM AW SERVICES 
FOOD AND DRUG ADMINISTRATION 



DISTRICT OFFICE ADDRESS AMD PI JCVN/E^ In'Ous ER~ 

One Monivsle Avenue, 4' J ' FJoor . 
Stonehar;, MA 02)80 
(78 '1)595-7700 



DATEfS} OF INSPECTION' " " — — 

10/24, J2/I2'&!8/02. UW5/0?, 2/10/03 



KA(m;= AWC , FTLE OF iNOR';DU/.L TO WHOM REPORT *!S ISSUED 



FEINUMeGR ' "" ' 

^30030*23877 



F;Ri/. NAJw£ ■ 

New England Compounding Center 



CfTV. STATE AND Z/P CODE 

FVana'ngfcam, MA 0J702 



STKtS" /-.ODRESS 

697 Waverly Street 



TYPE OF ESTABLISHMENT INSPECTED 

Pharmacy 



detention ofconlbl ™ t >' *** PWity. accuracy, sterility, and nqn-pvrogenicity, in accordance with established" 

written specifications and policies. 

K. Preparation steps are being performed in a correct manner since b*tch record preparation instructions are lacidno 
significant preparation steps, which includes mixing procedures. " 
L. ■ Pinal containers are capable of maintaining product integrity {i.e. identity, strength, quality, and purity) tbrour-hout 

the shelf hie of the product. ■ - 

M. All drug products prepared and packaged at your site me-et -specifications and USP limits (if applicable) for trr 

expiration dating period assigned. According to documentation and your statements, all drug products are assigned an 
expiation date of 60 days if they do not contain a preservative, three months if they are not filtered, and 6 months if 
tney are filtered. No dafa was available for any of your products prepared at your firm to support these expiration date 
periods. r 

In addition, for all of the items above there were no written procedures available pertaining to the performance of these 
duties and processes. * 

2. There are no written procedures pertaining to the handling of complaints, nor docs your firm maintain a complaint file. 

3. There <vas no documentation available for the handling and disposition of rcporrs of patient problems complaints- 
adverse ding reactions, drug product or device defects, and other adverse events reported. For example after a radical 
facility reported adverse events associated with lot 05312002@16, your firm conducted a recall of injectable steroid ' 
products and implemented shorter expiration dates and use ofpre-sterilized vials. You stated you have no documentation 
available pertaining to. an investigation being performed for this and other related lots which shows that adequate follow w 
action was taken. ' " F 



SEE 
REVERSE 
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PAGE 
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DATE ISSUED 



PAGE 2 CF 2 PAGES' 



EF 



January 30, 2006 - Initial Report From PSI to NECC 
(Dockets DS-03-055/PH-03-066 and DS-0 5-040) 





Pharmacy Sji£port,Inc 
$Q90n&zid Street •.MtrafeJein .♦X£00$0 
" ' . U1566.496Q fetsinrije 



January 30, 2006 



Mr. Barry' J. Caddeii, R.Ph ' . 
New England Compounding Center 
■ 697 Wavariy Rosd 
FraminghanvMassschuseifs 



.Dear Barry, 



Docket Nos: 



DS-03-0£5| 
PH-03~066~ 
DS-0&-040 




ftwas our pleasure meeting with you and your colleague? during our visit "fast week. We acknowledge ' 
lie HmSSed' 10 ^ ^ P ^ ^ ^ 6V8fyone at the faci,ity io ' co ^P^ *b assessment In 

Purpose - ' ' , • .■ 

The purpose of our visit was to conduct fin assessment of yo.ur facility tofed at 697 Waveny Road 
Framingham, MA. .ifis our understanding that ine-Siate Board of Pharmacy required this assessment be • 
nn^ C 5 , Y lu oard " a W™*? evaiuator^ngiyzirig your compounding practices and compliance with 
United States Pharmacopeia Standard <735>, non-sterile compounding procedures" and USP sfendard ' 
wffh >^ S , fcl 6 f "TT P^ u "*' wftii-recommendafions for revisions to practices for compliance 
with tne USP standards. The state board approved.Pharmacy Support, Inc as the' evaluated . ' • 

R.-Caputo, l?hb,M. Moriya and M. Jeffrey of Pharmacy Support, inc. conducted Reassessment ' " : 

^pipyee^lnte^^ Director of Pharmacy, Gregory 

Conlailaro, General Manager, ^^flfo^fe^^ 



Scope p . ... .■ 

The assessment covered the following areas for'steriie compounding: 
Sterile Eny fronrne'ntaJ p esign ' 
Quality Assurancefrogram ' \ 

' . Media Fills (Process Validation/Operation Qualifications) 

• Environmental Monitoring Program r - • 
'Cleaning and SanifeaSon Program. ' 

Training Program • ' *. - ' ' . '• 

Process Control ' ■• * . . 

' Equipment ■■' ' • • . 

Finished Preparation Testing ■ - ' • ' ' ' . 

• Adverse Eyerii Records , . 

Dey!ation/QOS Reports, investigations and:Corrective Action Process- 

• Complaint Handling Program ' ■ . . 
. . Standard Operating-Procedures ■ ' . • • 

The assessment covered the following" areas for 'non-sterile compounding; ' 
Personnel 

Raw material control and-testing ■• 
■ Compounding preparations ' ' ■ -■ ■ 

Validation of critical processes , ' 
Environmental Monitoring . -. 
' Beyond Use Dating - ■' ' ' •' ' * 

• Standard Operating Procedures . ■ 
jnvestJgations-and Documentation 

Pkge.1 of j 



;- q^^l-ft^uh J gn^sE'°a fo&FSI or &s tot sponsor is pfctabfed.' 



jpharmaey Support, Inc 

909 Orchard Street »Koodefcm . 3L 60060' 
W.566SZ19 • $47,566.4960 fcsknib 



• Positive Comments ■ 
. The newly installed modular clean room is state of the art and is of sufficient size and design for-proper 
operation arid to prevent contamination. ' - 

The facility is pi suitable size and construction to facilitate cleaning, maintenance, arid- proper operations.' 
Personnel interviewed have appropriate education or experience to perform assigned functions. 
There are an adequate number of employees to perform -and supervise the compounding operations. - 
Equipment utilized is appropriate for compounding operations. . " ' 

. Ali lots of products are compounded in accordance wjfh a prescription. ■ ■ ' 

Conclusion . ' 

Although your facility has seen significant upgrades- in facility design for the sterile compounding 
.operation, there were numerpus.significantgaps" identified during the assessment therefore, it fe the - 
opinion of the auditors Ihst your operation needs to be upgraded and enhanced to be in substantial 

. compliance- with United States Pharmacopeia' <796> or <797>. The auditors observed some of the 
compounding activities and although the technicians appeared^ be performing the operation adequately 

■. without a written procedure to follow it is not known if the activity is repeatabie and reliable; and as noted '- 
throughout fh> report much of the documentation for the activities that is performed is inadequate. 
Upon implementation of the recommended corrective actions, we beiieve that appropriate systems will be 
in pfacs and In compliance with the USP .standards. The recommended corrective actions arelnfended to 
address the systemic issue and not necessarily the isolated instances of noncompliance. 
J he recommended corrective actions can be implemented in the specified time frame requested from the *■ 
State Board of Pharmacy. . , / - ' ' 

; Majocaneas.of.concerns:. . • - „ . ' 

* Inadequate/incomplete documentation i.e. Good Documentation PractfceTareTn adequate; 

• * ' Writer* procedures are admittedly not routinely followed and/or Sop's are not written,'- *■ • ' 

* \ In many cases the procedures are not in strict accordance with USP <795>/%97>. 

* - End product testing is often performed on "stock solutions" and not the end product that is 

required. ' . • 

. * ' Process controls including validation of sterilization cycles and media fills are inadequate. 

in a continuing effort to help keep management in compliance with the USP standards, PSI is 
recommending that you consider hiring- a qualified Quality Assurance professional who would take 
responsibility for maintenance of the newiy developed quality systems. 

The assessment results have been included for your review. The results have been formatted into three 
sections: 1) specific USP requirement, 2) observation or non-compliance to each USP requirement 
highlighting .specific examples as evidence of the non-bom plianoe and 3) recommended corrective action. 

S'Fncereiy, \ ■ ' 

MickMoriva . . - 

V. P. Quality Operation's ' ' . _ ' 

Pharmaceutical Systems, inc. " - * " ■ 



■ i - 

cc: The Massachusetts Board in Registration in Pharmacy 
Ross A Capufo, Ph.D., Pharmacy Support, inc. . 
Megan Jeffrey, Pharmacy Support, Inc. , 
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'This dcs^aitwsisiiairfonn^'onfe Any distribution orcopyZngoftbis 

docjHjieot witfcout psiplssirai fran PSIoribetert sponsor is prohibrfei 




Compounding Sterile and Non "Sterile Preparations Observations .and Recommendations Final Report 
. .Company Name: New England Compounding Center 
Company .Contact Greg Conlglfaro and Barry Cadden * 
Phone; 503-820-0606 . ' ' : - 



.Ofoserv^onsfequfring.Oor^cflve Action. . . ' 

Notf-Sferife Compounding ■ ■ . . . 

Note:' As discussed with" the Djreetor of Pharmacy, this section trf the USP requirements has not been ' 
addressed fay New England Compounding Center as no current active procedures exist Focus has been 
directed to the sterlie side of the operatfon. -By reviewing the Standi Operating Procedure index the 




PfS^^ n / re u Si ? n , ed or . 3 PP rb y e ^ The !ist bei °w is not intended' to be all Inclusive of the requirements of* 
USP <795>, but fhe-enfire section of standards needs to be addressed formally. . ... 

Requiremen t- USP <795> --Responsibility, of the •Compounder 
"Personnel are capable and qualified to perform their assfgned duties." 

Observations -1 . ' . . * - 

- a) There is no written/documented procedure (SOP) defining a training program for non-sferife . ' 
compounding personnel. - 

b) There is no documentation of training conducted. ■ 

Recommendations • . . ■ - • ■ ■ 

Establish a fonnal training program. Document requirements" of fhetraining prooram fn an SOP ~ 

. Perform training in accordance with the requirements • ' w • ■ 

Dcx^nientail training conducted ' 

Conduct performance reviews at scheduled intervals to assure that processes continue fo be carried out 
fn accordance with written procedures. Written and practical exams should be considered 

Observation 2 ' - 

a). There Is no written standard operating procedure to -define. the roles and responsibilities of the" 
compounder (pharmacist as defined fn <1075>-and <795>) "^assure quality-is built into the products to 
included key factors as outlined in the standards.. ■ . ' • 

o Example: No written procedures to assure" crit'icai processes are validated No written '' 
procedure for stability program, No written procedure detailing quality verifications to 
assure no compounding errors have occurred. . ■ 

Recommendations ■ ' ■ .' • ■ . 

Formal standard operating procedures must be written' to address compounder's roies and 
responsibilities including all key factors as described in the standards. * 

■ Requirement - USP <79S> - Compounding Environment . - .. 

*Areas designated for compounding have adequate space for the orderly placement' of equipment and " 

. materials to prevent mix-ups between ingredients, containers, labels, in-process materials' and finished 
preparations. The compounding area js also fo be designed, arranged, 'used, a'nd maintained to prevent 
adventitious cross-contamination. B . ■ ■ r 

i : • - ' - i . • • ■ 

"Equipmentand'aecessories use'd in compounding are to be inspected, maintained, cleaned and 
validated at appropriate inteivais to ensure the accuracy and reliability of their performance." : 
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Re quirement - USP<795> - in g redient Selection ' ■ ■ • 

"Only manufactured .drugs from containers labeled with a batch control number-and a Mure expiration 
date are acceptable../ • ■ "' . r 

Observation 5 1 *.■■'•■'"■.' 

a} Ingredients were transferred to a secondary container with insufficient labeling. ' 

Recommendation .' ■ 

Label aif bottles and pre-mix syringes appropriately. ■ 

Requirement - USE <795> Compounded Preparations 
. ^Unless otherwise indicated or appropriate, compounded preparations are to be prepared to ensure that 
' "° a S . P rs P araf3, ° n 'shall contain not less than 90% and not more.tna'n 11"0% of the theoretically calculated 
and labeled quantity of.aofive ingredient per unit weight or volume and not iess.thah 90% and not more 
man 110%ofthetheoreticailycaicufatedvveightorvolumeperunitoftfiepreparation" ' ' 

■ Observation 6 ' . *. 

a). There is. no wltten .SOP defining release criteria to verify that each preparation shall contain not less 
. than 90% and notmorethan.110%., * ■ • ■ 

Recommendation ' ' . ' 

~Esfebiish"aTeIease program to verify ^feparatiotTal^facy: ; — : — ' . . — 



■ .Requirement — USP <795> Com pounding Process - * • ' 

. The' compounders are to consider using the following steps to minimize errorand maximize the ' 

prescribed Intent... * ; ' ■ ■ ' , ' ; " . 

Observation 7 ' ■ . ■ 

a) No requirements for donning properattiYeorhandvvashi'ng. .. ' . ' 

-b)-There is no written SOP defining the nnai appearance of the formulation as part of release of the 
preparation: - . . ' . ■ 

Recommendation, ■ ' 

'Author SOP defining proper attire and hand Washing. 
■ Establish a program to verNyTeieasecriteriajnoiudingfiRai appearance of formulation. " 

Requirement - USP <73S> - Compounding Records and Documents • • . ' ■ 

"This record must list the name, strength, and dosage form of the preparation compounded, all • 
ingredrents and their quantises, equipment needed to prepare the preparation, when appropriate and 
mixing instructions. Mixing instructions should include the order of mixing, mixing temperatures'oT other 




: ' dispensing, the-, storage requirements and any quality control procedures." 



■Observation 8- . . ■ , ■ • • 

a) The formulation record is ihcompiete and/or not appropriately designed 
Example: ... • 

• . Equipment description op equipment number is not Wen* tiffed; - ■ ■ 

* The mixing instetions are not 
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* Environmental controls are not specified ■ ■ ' 

■ . * No qualify control procedures are defined ' ' ' ' 

Recommendations «' . / ' " ■ ' - ■ ■ 

M te ^ e ? pl ^. ent a ^ d an y.°^ Instruments on formulation record. • " ' ' 

. Update mixing instructions with ranges and times: . " . 

- . q Cover wftile stirring. • ' ■ ' ■ 

. Usi all safety, Identify, stfengfb, qualify and purify information as applicabfe'to the finish preparation. 
Requiremen t - USP <795> Qualrfy Oonfmi • ' ■ 

Observation 9 • ' • ' 

■ Recommendation . ■ " . . I 

JjgygjPP. c ^P A _ a n^QOSgnv^stigatipn SO Ps' ' • ' . ' 



Requirement HJSP.<795> - Verification ' 7 • ' : -' 

■ 2£?s=a^ ■ ■ : v 

Observation -fn ■ • .... " ■ 

a) ^t?^ 9 ^ 6 ? ^^5 ^ finished preparation verification ormlease of preparation- : " 

Checks do-not include jngredieoUot number, or expiration check. wprapaotioit. 
Recommendation ■ . 

Develop a finished preparation SOP ■ ■' " ' ' • 

DevelopareieaseSdP^^ . * 
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Compounding Sterile and Non Sterile Preparations Observations and Recommendations Final Report 

' Company.Nam.e:-New "England Compounding Center 
Company Contact: Greg Con/g/iaro and Barry Cadden 
Phone: 508-820-0606 , 

^terife'pompoanding ■ 

Egm fernervbUSP <797>- Responsibilities of aifcompoundiria.Defsbnnaf 
• Opened or partially usedpackages of ingredients for subsequent use in CSPsare properly stored under 
: restricted access condtas in the compounding fsclfity. Such packages cannot be used when visual 
inspector i detects -unaufcorteefd breaks in the container, "dosure, and seal; when ihe/ednfenfe do not 




exbeeded." 

■ l^^^^^^" 9 ' ^ PU -* 9 devices W*"* Wroprfetefy accurate, and effective for • \ 
Observations '1 ' ' . 

a) No documentation of Inspection of Incoming materials." ■ , ' " ' I 

Recommenda0ons * ■ ' . ■. ! 

Develop a written procedure for incoming inspection of raw materials. > 

- .Observation 2 ' ' . '. " , ■ ■" t j 

a) Piassware/metai equipment used'forCSPsTsriotdepyrogenated before use. : ' ! 

Recommendations \ * ■ ' - ' . 

Change_SpP(s)torequte^ * ' 



i Depyrogenafe aliglassv/are/metef equipment before use. 

' Provide adequate storage space for depryocienated glassware when .not used immediately 

Rgqui rement--USP<79T>-VeVffTcatfon of Compound^ Acc uracy and fifei-H^ft-m 
Steam . . • " . ■ " 

T° a f h -" eve sferili ^ n is neces $ ar Y that all materials beiexposed to steam at j21 ° wader a oressure of " 
aboutone afmosphem oMS.psi, for the duration verified by testing to achieve sterility of tfie P S i which 
is.usuaily2p to 60 minutes for CSPs.. Sealed 

thus, stoppered and enmperf empty vials must contain a small amount of moisture to generatesteam." ' 
Observation^ • ' •• ' 

a) No documentation exis.fe for the evaluation of appropriate sterilization method 
■ b) Sterilization equipment has not been verified. • • 

c) No verification thatproductreach.es 121° for a minimum 16 minutes 

d) Documentation of sterilization cycles is i insufficient arid/or incomplete." 

Recommendations ■ ' 

• Verity sterdfeatioh "methods. '■ ' . • ' ' 

Record pressure and' temperature with each cycle; '. . ■ ■ 

. Verify load configurations. 

Dry Heat . ' ' 

"Glass an* 
at a' mean 




under .Sfe^^ 

iov^S < m USS !n ^^vironmentsuitabfe for compounding 
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Observation 4 ' . ■ • 

a) 'pepyrogenafion of glassware fe fiat performed or documented. ' ' 
. b) No documentation for sterilization cycles, 
c) Sterilization equipment has not been verified. 

Recommendations ; - 

'Glassware used, in high risk compounding must be dep'yrogenated and storecf appropriately. 
Verity sterilization methods, * ■ " ' - ' " • • 

Filtration ' • 

"pommercialiy avaiiabie sterile filters must be approved for human-use applications in sterilizing 
pharmaceutical fluids. Both filters that must bs sterilized before processing CSPs and those filters that 
are commercially avaiiabie, disposable, sterile, and pyrogen-free have a nominal porosity of 0.2 um, ' 
which includes 0:22- urn porosity*.'. • '■ 

"Personnel ascertain from appropriate information sources "that the sterile microporous membrane filter 
used to steriilre CSP solutions, either during compounding or administration, is chemically and ohvslcal 
■ compatible with the CSP." .... . . " . . 

Observation 5 . - . . ■ • 

a) Commercially available-filter devices are not documented 'fo be received ™ith certification ofanalysis 

b) . No.wrifte,n procedure for sterilization by filtration. . 

c) _Bubb!e point tesUorj'nfegrity.is.nof^erformed._J • • . '_ 

d> Filter compatibility is -not' documented. . \ 

_ Recommendations - ■ . 

Retain Certificates of Anaiysis-offlJters forrecords.' 

Better documentation for sterilization by filtration. ■ 
Document and verify filter compatibility. 

Requirement - USP <797> - Personnel Training and Evaluation in Aseptic Manipulation Skifts 
a Media-fjil testing is used to assess tie quaiity-of the aseptic skili of compounding personnel. Media-filf 
tests represent the- most challenging or stressful-conditions actually encountered by ffie personnel being 
evaluated when they prepare particular risk ievei CSPs and when sterilizirig high-risk level CSPs". ' 

Observation 6 ■ ' 

a) Media fill acceptance criteria has not been defined.' * • ' - 

b) Corrective action for media fill failure has not beeri defined (performed). 

c) Media fill protocols are incomplete in that • "■ 

■ r- Media fiij final reports documenting results are not completed. ' . ■ 

d) 'Appropriate interventions during media fills are not defined. 

e) No Environmental Monitoring taken during media fills. " ' . \ ' 

f) No growth promotion documentation of media fills media. , . 

g) . Media fill procedures are Inadequate and inconsistent -: • .' ' . * 

h) . Process validation media, fills do not contain the proper number of containers. 

Recommendations , " . ' . 

Propess "media fills mimic actual process. • . . ' * 

Media-fiHs must be preformed at the frequency defined in USP <797> (annual-low/medium, semf-annual- 

high). . .. - • ' ■■ ■■ • 

Me&ia-fili protocols should be established in that " ' ' 

-. EM sampling is conducted, during the media fill, EM sampling must Include samplino of " • 
personnel and surfaces as well as viable and non-viable air sampling. 
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- -MediafJllr7nalreportsshquid-bo"wrih:endocumenyng.resuJfs. ■ ■ ■ 

- Appropriate' interventions during media filfs need- to be defined. ■ 
- . - Media fiifs cover multiple container/closure sizes. 

■ . Corrective action for media (iff failure needs to be defined. 

Requirement - Ugf? <797> -'Environmental Quality and Control 1 
"The surfaces of ceilings, wajfs, floors, fixtures,' shelving, counters, and cabinets In fhe-buffer area should 
be smooth, impervious, free frpm cracks and "crevices, and non-shedding, thereby promoting cfeanabillty 
and minimizing spaces in which microorganisms and othercontamlnanfs may accumulate." 
"Primary environmental control must provide at least ISO Class 5 quality of air to which sterile ingredients 
and components of CSPs are directly exposed." ■ 
. .- "Only approved cleaning and sanitizing' agents are used with careful consideration. of compatibilities,- ' 
effectiveness, and inappropriate or toxic residues... In the anteroom area, supplies and equipment 
removed from shipping cartons are wiped wfth'a sanitizing agent, such as sterile 70% fsopropyi alcohol 
(JPA), which is checked periodically .for contamination.' ■ ■ - ■ .* - 
. "Personnel are critical keys to the maintenance of asepsiswhen carrying out their assigned. 
\ responsibilities. They must bh thoroughly trained -i'n aseptic techniques and be highly motivated to ' ' 
maintain these standards each time they prepare a 'steriie product" , 

"Evaluation of environmental quality is performed by.measuring both the total number of part/cfes and the: 
number of viable microorganisms in the controlled air environments of the compounding area." 
Furthermore, ..the air sampling Is performed allocations judged by compounding personnel to be the 1 
mostp'roneto contamination during jorn pounding activities: this Includes zones of air backwash 
turbulence within LAFWs and other ^ areas^ere air back\vash' turbulence rn^y"e*nterth"e~WhpotincJing — - 
area. . . * 

Observation 7 . . • ■ ! 

a) Schedule for cleaning Is notas per USP <797>. * 

b) Floors in the unclassified/hybrid buffer area have not been sanitized in 3 months' of use. 

c) 'Shelving/cabinets adjaceht-tp glove .boxes have not been sanitized in 3months of use.- 

d) Stereo in hybrid'buffer area. . ■ • ■ ' 

Recommendations ■ : '***'.. 

Remove ail unnecessary items from the hybrid buffer area i.e.- stereo . " 

include-all items in hybrid buffer area on the cleaning schedule, ' ' - 

- Floors should be mopped daily . ... 

- Shelving units should be cleaned weekly ' . 

- Waijs arid Ceilings should be cleaned -monthly - • 
Include, shelving units.on the cleaning schedule. Theyshould.be cleared off and wiped down. 

Observation 8 . . . • . . 

a) Compounding area not certified to be ISO Class 5 during dynamic conditions. 

b) Visible holes on glove bqxgloves.- 4 out of the 8 gloves observed'had holes while CSP v/as • 
oonipounded. ."'*'' ' ' 

Recommendations . 

AH 'classified areas must be certified during dynamic conditions. -. "■ - . 



Observation 9 

a) Non-sierile 70%IPA is used to sanitize. 

b) Non-sterile 70%IPA Is riot periodically checked for contamination., . 
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. Recommendation's ■ -. • 

Bleach or. other appropriate sporodide should be used for cleaning on a weekly/quarterly basis, especisffy 
■ for incubators and refrigerators. • . ' 

Utilize sterile 70%fPA ■ ' 

' Observation 10 ■ . . -." • ' 

a) Hairnets and beard'covers were not worn properly, 

o) Gowning procedure is not established. - ' - ' ' 

c) Beard covers not worn. ' " " • 

e) Shoe covers not worn. . 

Recommendations .' „ • ■ 

■ Personnel should be gown .certified to work in the hybrid buffer area This would include microbial 
sarnples-ofpersonriel.. ■ 

Hairnets must cover all hair and ears, . ' ■ • 
. Beard covers must be worn while compounding; . , * 
There should be a procedurefor^Heoleanmg of scrubs and lab coats. . 

Observation rH . . ' 

a) 'Environmental data is not documented properly. . 

b) Environmental m6nitorlng procedures are inadequate. " • 
__c) Environmental monitoring procedures do_nof provide operator_w r ith In structigns whe n there is an action 

level reached.* ■' ■ " ■ • " 1 — 

Recommendations . .• 

All class '1 00 / ISO -5 microbial recovejy should be identified to the genus and species fevel. 
Environmental monitoring p'rogram must include personnel fingertip plates. 

Environmental monitoring procedure must be updated to include corrective actions for out of specification 
results. " * 

Procedures for tracking and trending data- need to be established. • ' ■ . " ■ *" 

■ Requirement- US P <797>> Processing Equipment ■ 

. "I t "is necessary that equipment, apparatus, "and devices- usedfo compound a CSP are consistently ' " 
capable of operating properiy'and within acceptable tolerance limits. Written procedures outlining required'" 
equipment calibration, annual maintenance, monitoring for proper function, controlled procedures for use 
of the -equipment and -specified time frames' for these activities 'are established and Mowed." 

Observa'tion 12 " . 

a) There is no written .SOP's forcalibration/preventative maintenance ofautocfayes, dishwasher, isolator, 
freezers or-Baxa pumps. .' ' "• • . • . 

b) Calibrations are notperforrned properly. Not verified against a certified standard ' " ' ■ 

c) Nd written preventative maihienance/clearfing schedules established for equipment . .. ' 

d) 'No wriitenTequiremenfs/corrective actions- established for out of tolerance readings. ■ 

Recommendation • . ' • • • * * • . 
Author SOPs that include equipment, use, maintenance and calibration. 

Author SOPs to4riciude cleaning schedules, -' . • . " • , • ■ ' 

Requirements/corrective ac$ons need to be defined and documented. * " ■ . 
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■Requirement - USP <797> -Finished Preparation Release Checks and Tests ' 

"Ail -high-risk- jev'ei CSP-s for administration by. injection into the vascular 'and central nervoussysterns that • 

are prepared in groups of more than 25'identicai individual single-dose .packages, or in muitfpfe dose vials 

for administration to multiple patients, or are exposed longer than '12 hours at F to r and ionaer-than 6- 

■ hours at warmer than 8°- before they are sterilized are fesfed to ensure that they.are steriie.(see Sterm - 

Tests <71>) and do not contain excessiyebacteriai endotoxins {see Endotoxins <85>)." ■ 

"Finished CSPs are Individually inspected in accordance :with written procedures after'compojundlno'* If 

' not distributed promptly, these product are individually inspected just prior to leaving the sforage'area " 

• Those products that are' not immediately distributed are stored in an appropriate location as described in 
the-written procedures, immediately after compounding and as a condition of release, each product-unit 

■ v/here possible, should be inspected against ifghfed'wh'ite or 'black background or both' for evidence of ' 

visible particulates or other foreign matter," . - 



Observation 13 ■■ • ■ 
a) -Sterility testing is not being performed'per USP <71> 




applicable. 



Recommendations . ' 

_ lT_ -Verify ^, a j^t^l^J^ng,[sgQP^Ugfe^as pe r USP- <71>. . ■' ■' ■ 

» Sterility testing Is contracted out to an outside laboratory, althoughnoTr^ufred, it'is highly — 
recommend that there he an audit of the facility to ensure their adherence to' USP <797> and 
<7"f> mniitmmftntefnr fAsfinn " 



'7.1 > requirements for testing. 

' .Observation 14 ■ . ' ■ ■ " ' 

. a) No written procedure for fihaf inspection^ 
' b) No .documentation of quarantined area. . " • ■ • 
_ o) No documentation of release of'preparation from quarantine. 

Recommendations .'_-.' - .' 

Establish a finai inspection' procedure. ' . . ■ ' . • . 

Author SOPs for quarantine and release of final preparations. ' " . . 

Requirement > USP '<787* - Storage and Bevond-Use Patina ' - . " 

• Beyond-use dates for CSPs'that are prepare strictiy in, accordance with manufactures/ product labeling 

roust be those specified in that labeling, or from" appropriate literature sources or direct testing/ 

Observation 16 '• • ' ■ . • • 

a) BUD assigned incorrectiy. .' ' ' ' , 

Recommendations ., ■ _ . 

-Revise BUD assignment to reflect what is deflnsd in USP <79'7> or provide stability studies. 

Requirement - USP <797> '- The Quality Assurance Program . ■ 

*A provider of CSPs must have [ft place a forma! Quality Assurance (OA) Program intended to 'provide a 
mechanism for monitoring, evaluating, correcting, and improving the activities and processes described in 
this chapter (USP. <797>).* ' 
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Observation i6 ' * ' 

• a) There are no written procedures for receipt, storage, and accountability of controlled substances. 

b) There is' no written procedure for Good Documentation Practices. ' 

c) Good Documentation Practices are not followed.- • ' • 
' ■ d) No wr men procedure for Deviations, Investigations and Corrective/Preventative Actions ' ' 

- When temperature monitoring was not performed/documented or feniperature was out of 
range, there was no deviation -opened; investigation or Correct ve/Preventative acWput 
.in place. . - 

■ e) Faflure/OOS procedures for final release are insufficient " . 

- . -. No investigation for finished preparation testing failures, i.e. potency, was above 

. - ' specification 'and released. . ■ ',' . . ' 

f) No written procedure for howfo use/complete formula Worksheets. 

g) Ho change controf- procedures' ' ' . 

h) SOPs are inadequate or not followed 

Recommendations ' 

■Develop a Quality System . ■ ' . , 

■ Review all SOPs and revise to be appifcabfe to current practice. ■ ■ ' 

Observation -17 ' . . 

. a} The SGP for complaint handling is not foflowed. Investigations are not performed when required ' » 
.^ynTerous biank^qn ailfojT^^RMA^sjwt^assigjied and/or a uftorfeedby Pharmacy director, 
b)^ Complaint forms' were not available for some complaints 'ioggedln fcco^lalhTlo]^ 

Recommendation ' , • 

Review current SOP for adequacy to assure responsibilities are"clearly defined ■ * 

■ Make necessary changes to procedures ' . 

.Follow the procedure ' . . 

Document complaints completely ' , - - ■ 

Observation 1'8 _ - ■ 

a)' Lot numbers are not assigned appropriately, Muftiple configurations fiifed-frorn the same "stock solution 

bear the same Jot number. (2mlfjii, lOmifill etc}. ' - - 

Recommendation - ' ; • ■ ■ . * 

Establish a procedure fdrassigning unique jot numbers. . '.- ■ ' 



Pharmacy Suppo rt, Inc. . ; ■ - ■ " " . ■ • .' , p ag - & lOof11 



dcccm«jt without psmlssioa from PS or tbs test sponsor k pn&ibjiei 



Compounding Sterile and Nori Sferije Preparations Observations and Recommendations Final Repb'rt 
Company Name: New England Compounding Center 
Company Contact: Greg Coniglisro and Barry Cadden ' " 
■ Phone: 508-820-0606 




General Documentation Observations 

* Overall documentation practices are insufficient as evidenced by the following 

o Numerous.empty-spaces on forms and the use of'WA* notnofed when appropriate 
o Many Instance where docuntent^ 
• o Most Log Sheets do not have a preformed by Initfal/Date/Tlme. - " 

o 'Temperature Monitoring Logs do not have a space for the equipment that is beinq 
" . . monitored. • ■• 

o Corrections are not performed properly with a single line out as to retain ail data 
o Most sections of complaint fofms are not complete - ' 

o -Product Return fracfdng forms are Incomplete and not authorized by the Pharmacy 
'Director ■ " . . 



Report Preparedly:. . ^fpk^ ^ ^^^ ■ D ^ O t ^O^b 

Reviewed by: ■ ^.YfifW^. Date: <V -0 ^ 
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Qve|t 

. MmufrntuTZ-n TWR • • 

Serial; 02002506 

Locationt Storage Room ' ' ■ 

Two cycfe$ were nm to determine peters to be prsgmmmcd on the Oven's Watlow 
m cont^Uer, One cycle was run wththe? programmed parameters to verify minimum 

Respite;' . • : . 

• Lo.sd used for Temj&htfnre YerifEcstioa 
1 - 15 Lifers beaker 

1 - beaker thick 

1^10 Lifers beaker • 
1-5 Liters beaker 

2 - LS Liters beaker 
1 -2 Liters beaker 

• -mm-i '- . '. „ . 

T^perature.distdbutiOQ data showed that the oven controller mus t be set to. 
higher in order to achieve a chamber temperature of 250°O or higher, 

Loadten^erature distribution showed that the load located to the bottom shelf of the 
oven ^ldnot reach ,250*0. 

Actions:.' 

One of four shelves was Jemoved from the oven, 
Large pieces weremoved from Bottom shelf to top shelf, ' 
■ Large to mediym'size piece&were placed on the medrum'shel£ 
Small size pieces were placed on the bottom shelf. 
A second run was performed; ■ 

Terdperature distribution dm showed that the oven controller set at 265*C achieved a 
chamber temperature of 250°C or higher. ■ 

Load temperate distribution showed thaithe load located in the bottom shelf of the 
oven did not reach 250*C. .' 

Actions: 

Bottom shelf was raised approximately 10 inches fiom the bottom of the oven's chamber 
Wallow controller ym programmed base on run i and ran 2 results. 



or 



cSpm? of gfa itoajntent wthoutpsimfesfon fom PS| org* festspcrett ■ Is prntifej*!.. 



Program 1 of Wadow controller w&§ executed. 
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RUN 3 

Tcmpessture distribution data showed that the oven achieved a chsmte tempsrato of 
250°C o? higher for 1 hour and 30 minutes using the program with a soak set point of 

Load temperature distribution showed that the load reached 250°C< 
Actions: ■ ' 

Program I ofWaflowcontroHe? was edited for soafctline.DngW soak time of 2 hours 
. and 15 inlnutes wasreplaced by 2 hours and 45 minutes in order to maintain a chamber 
tempeiatm-e of 250°C or higherfor two hours, 

Keeomiaonded Action; .' '. ' 

Install a chart recorder ibr temperature data collection when depyrogenatioa cycle is run. 

Methods ' 
Freezer: 

JBriipty ch^berfejnperatora_Ojs^but!On using 6 temocouples was perfbmi&i. 
Thermocouples wcr^pial^ georn^^ 

chamber. - * '■ ■ • ■ •• - 

Results' & Recommendations? ■ 

"Maaufaefeerr Marvel SeJentifie. 
Model: 

Serial; TE/lII60500i 
Location; Clean Room 1 

Results: ■ ' 

Empty chamber temperature distribution was psrf ormed with the feeder's controller set ' ' 
to the maximum setting, Temperature data shows a minimum temperature of -27*C and a 
rnaxrmmnternpera^ Since NECC uses this ffeeser to -store drugs wife a label 

Of -20°C for storage. This fieezer is suitable forthis particular application. Any other 
oxqg s^fenc^s intended for-storage below ~20*C should be treated on a cass-by-case 
basis. 

Recossimended Aetiom • . • 

Evaluation of drug substances storage should be taken into consideration for temperature- 
below -2G°C, 



eopyfcn of fills docurrieni ftTftouf pdmmm faffl PSj of &3 tail WW Is Pf^fed, 



Pharmacy Support* frtQ, 

Orchard str&*j * Miittfefeto - iL sooso 

Method; • 
Autoclave ^ii&&#oiai." .. . 

li Wtapped Goods Cyele" 135°C for i minuter with a 15 minute drying time (Clean ' 
Room r autoclave), 

VWSAittodave located J33 deaa room 1'. ' ' 
Wrapped Good? Cycle load - 
&oad . 

1— 7 H"x 13" stoppers bag with approximately 50 stoppers 
3 - 7 W x 13 h stoppers beg wiih approximately 60 stoppers 

2- 5 i#'x 10" stoppers bag with appioximately 20 stoppers 

1-7 /2"xl3"bag\vith 15-3 $*bags ' ■ * . 

3M Stealage Steam. Chemical Integrator strips we placed inside 4-3 x baas 
that wereplacedofleoti top of each other and then tape with autocJava'tape.to prevent' the' 
seal of the bags to he destroyed In addition 2 integrators, were placed tttidemeatH the 
autoclave tape on the se^l of the bags, . 

The SteriGage is a sophisticated chemical indicator that shows the effectiveness of a 
steriUjatioii method (Stdam at 121.1 degrees Celsius) ftr a specified time, It provides 
visual accept/reject readout to vefify that the steriisnt has penetrated to the point of ■ 
-placement in the'Ioad 'and confirms that sufficient exposure conditions have occurred,- — - 

Results; ' • 

. This cycle demonstrated to be effective for sterilization of the- 3 5 - 3 Yi n x 8" bags placed 
with the describe load of -wrapped goods. ' * 

R^oonimended Action: 

Hone . 

Conclusion! * . 

VWR Oven located k storage rooss Wbeen verified to "be effective for 
depyrogenation at a chamber teinperatttre of >250*C for two hours ' . 

The antociave in clean room 1 used by New England-Compounding Center has 
besn verified to be emotive for sterilisation' of 1 5 - 3 x 8" bags. 

Marvel Freeze? temperature of -I2°C to -27°C is suitable for dW substances used 
"byKECC. . . 

Written By: (l/dfWtx; ■ -Thfe: OV- d>.T> g" 

Revised By: 'J^^^fcTT Date: & e f~0£^&6>- 
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April 2002 FDA Inspections Report 
(FBI #30036238 77) 



DEPARTMENT OF HEALTH AND HUMAN ■ SERVICES 
FOOD AND DRUG ADMINISTRATION 



DISTRICT OFFiCE ADDRESS AND PHONE NUMBER 

One Montvale Avenue 

Stoneham, MA 02180 , 

(781) 595-7700 Facsimile (781)- 596-7896 



DATE(S) OF INSPECTION 

04/9, 10, and 16/2002 



FEI NUMBER 

3003623877 



NAME AND TTTLE OF INDIVIDUAL TO WHOM REPORT IS ISSUED 

T0: Barry Cadden, R. Ph, Owner an d Director of Pharmacy 
Ne w England CompQundiug Pharmacy, Inc. 

GITY, STATE AND ZIP CODE 

Framingham, MA 01702 



697 Waverly Street 



TYPE OF ESTABLISHMENT INSPECTED 

Compounding Pharmacy 



DURING AN INSPECTION OF YOUR FIRM (I) (WE) OBSERVED: - 

1 Betamethasone Repository Injection (Betamethasone Acetate and Betamethasone Sodium Phosphate Suspension 6 rrig/ml), a 
product which is intended to be sterile, is sampled for- sterility' arid endotoxin testing immediately after sterilization of the bulk ■ 
compounded product in a 1000-ml beaker. Individual vials of Betamethasone Repository-are not filled until the test results for. 
sterility and endotoxin (pyrogen) are received from the contract testing laboratory, a process which can fake up to one week after 
the sterilization and sampling of the bulk product have occurred. While laboratory test results are pending, the 1000-ml beaker 
and its contents are stored in the firm's laminar flow hood. The only other measure taken during this period to prevent 
recontamination of the bulk suspension is the use' of a covering of multiple layers of aliiminum foil over the mouth.of the beaker. 

2. The -samples taken immediately after completion of the autoclave sterilization cycle (134° for 20 minutes) are not representative 
of product that remains in the original 1000-ml beaker for up to one week past the time of sampling, 

„, The firm's validation of the autoclave cycle does not take info account the fact that the autoclaved bulk product is not transfilled 
into a final container/closure system'(vials) for a period of up to one week. 

4. On at least one occasion, a lot number (Lot 02 01 2002@027) was generated in the firm's. computerized record keeping system, 
for which no associated records could be retrieved; It cannot b'e determined whether: • 

this lot was distributed and records covering its preparation were never created or are no longer in existence, or . 
the preparation of this lot never proceeded, but no record of its cancellation was entered in the record keeping system- 
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NEW ENGLAND COMPOUNDING PHARMACY IMC. - 
697 WAVERLY STREET - 

SSE- . CDS/kJ/MU- ■ ; PAGE 1 ■ 

REMOM£OM#PECT10M 

Thi, was «■ ^^^pTz'&S 

HISTORY 

There is no pilous Investteatipnalflnspedlonal. history on file ^^ngj- 
Compounding (NEC) Pharmacy Inc., Framingham, MA 01702. The- Ma-s 
Pharmacy Board has inspected NEC in the past. 

This investiqation of New England Compounding Pharmacy Inc Framingham 
m- 01702 re ealed that the -subject lot, 02012002@27 idenMed ,n^iedW|ch 
Forms could not be traced through NEC Pharmacy records. The owner of NEC 
Rp ™ Cadden R Ph could offer no definitive expianation/or records. According 
to Mr Cadden S^i2002@27 did not exist. A review of the compound^ 

diseased An FD-483 was issued regarding sterility issues and lack of lot 
accountability. ■ . ■ 

The Mass Board of Pharmacy performed their own independent inspection while 
the FDA investigation was in progress. . . .,, rnuiwcnn 

' Note Mass Board of Pharmacy was invited to participate by the FDA NWE-DO, 
per Headquarters' assignment. 

On 4/9/02 credentials were displayed and a Notice of Inspection was issued to 
Barry J. Cadden R.Ph, Owner & Director of the Pharmacy. 

Mr Cadden coordinated all the information for this report. Mr Cadden is the 
Owner of NEC He identified his wife Lisa Cadden R.Ph as Vice President of 
NEC Mrs Cadden was introduced on the second day of the inspection. 



NEW ENGLAND COMPOUNDING. PHARMACYJNC, . 
697 WAVERLY STREET 

FRAMINGHAWI, MA 01702 rn *irmL PAGE 2 

'El '4/9,4/10,4/16/02- . CDS/M/tViL 



■a *h«t fh P nurnnse for the inspection was. a follow-up to . 
^™ «^ t Tc^lded ^rodo P «. Bet— ne- 

acetate/betamemasone sodium v 1 tp . Ppr instruction from HFD'- 

shared with Mr. Caddenfor confidentiality reasons.) _ 

NEC has been in business.about 4 years. 

his lawyer. From that point on it was essentially talk to my lawyer . 
JURSDiGIiOM 

^ fr, vpnnrHq files oapers, processes, controls, ana tacmueb uecmuy ^ 
S ta iS violation of the Act. In summary our Inspectorial 
luSy at Pharmacies operating in a retail capacity consists of being able to. . 

enter at reasonable times. (Section 704(a)(1)(A), and - 
inspect at reasonable times, and within reasonable limits and in a 
' • reasonable manner (Section 704(a)(1)(b), the establishment and ,ts 
equipment and operations 

inspected. 



NEW ENGLAND COMPGUNDING.WARMAGY ENG.. 
697' WAVERLY STREET . 

■FRAMIMGHAM, MA 01702 ry] * IKl IML • PAGE 3 , . 

Ef 4/3, 4/10, 4/16/0a ■ CDS/KJ/ML 

Repositcy N^to" s^^^^^s. However, at thfe 

SEE mZ$5£ about having allowed us to rev.ew any 

of these records, 

wiih ; any additional records ™ ^ the focus of this investigation, 
on, no additional records, were provided or collected. 

n urn « n A^ionment 2 Adverse Events, reported through the Med.Watch 

the same lot number of Betamethasone. 
N ote: An in.P**n*^ 

for Betamethasone was , reveal* g^^~ ot inolude d with the-NWE- 

Compounding Pha^ that wera ^g 1 ^ state Pharmacy Board. 
Ll^rrtolhPs ^^£433 ind. State Board of Pharmacy, 
California Case #2427 Accusation. ■ 

The NWE-DO FDA 

^:^l^^^o^ e ps ted0n this printout, i.e., 
lot #0201 2002@27. See Exhibit #1 for this printout. 
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697-WAVERLY STREET , : 
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El m t 4/10, 4/16/02 GDS/KJ/ML 

■ ■ • * * #»c 091^002(3)10 and 02012002@27 were selected for 
^,nX^TS^O02@10 wera provided, see Exhibit 

Due toMedWatch confidentiality restrictions, the status, of the subject lot could 
not be pursued via this avenue. 

Compiainant.to Mr. Cadden. 

The FDA Investigators then contactec t the , MedWatejr Reporter in aytiempt to 
verify the existence of lot #02012002^7. The fay ^ The 

, t cn , • (b)(6), (b)(7)(C).. 

contact person was identified to hUA as . ... 

<b,<B,»C7> stated that a total of probably 5 Incidents ^^'"f^vta 

&™r^ ftn n?tipnts The two more recent incidents were reported via 

^S^^^^^:^ for details ' They are Assi9nment 

Attachments to this report. 

(b)(6) (b)(7) sai d he had no product remaining, all had been returned to NEC He 
iSi iit.^ * tCB^ry' by ph one des^ibing theincidents bur d,d not tel, 
him he was reporting adverse events on MedWatch Forms. 

04 (6). (b)(7) reviewed his papenvork, including PO Invoice, Return Goods, but 
could noffind any paperwork specifically identifying the subject lot. 

(b)(6) (b)(7) stated he would provide copies of these documents to the FDA NWE- 
DO thl we e faxed Z same day and hard copies would be mated ovemight 
See AtSne^ r these record. Note: There is no lot number identified on 
any of the records provided by M«g 

was asked specifically if FDA could share the MedWatch Reports with 
Mr Cadden. < b > < 6 >- (b) p) said he would not want the information shared. 
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Ef 4/9,4/10,4/16/02 , • 

(b)(6), (b)(7)(C) "location, should be 
consioereo • . . • • investigation could not . 

proceeu i > onment contacts, rteu . tnro ughout the 

FDAInvesttga Management 
The FDA - investigators ^^£.2^^ to ^ ^ The 

one observation, (#5) by rem g f rq HFD . 330 Fred Riohman, 



accountability, 
report. 



" " The hours of operation are Monday 

Professional .Compounding Centers 



NEWENGUNDCGMPPUNDING'PHARMACYINC.; 

697 WAVERLY STREET - 
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El 4/9,4/10,4/16/02 

- dppa 'The firm's prescription 
provided wi.l, ft"*-*** ^Stl£ exampte*. Sis* 

S7«fo''i« ii «v»" d » ndol6>!i " le '' 

compounds sterile products. 

Lea* Doy,, R-Ph. fro, the ^^^^^^^ 
own independent audit on the second FDA on : he BetamethaS one 

Zs made aware of ^.^^S^lccomjahied Ms. Doyie for a 

■; • 

1! Sc^SSSor contained ^^^ferred from large 
4 - Medications (ketoprofen, sP^c W are co mm y ^ ^ dispens 

SISS^ 10 smal,sr container w,th 

5) J^dlSffiSS- of unused,unacce P table materials 

Th e firm compounds ^me^^S 'jTJ^T^ t 
without (single dose vial) P^ atlve M £ dden sta tes he uses a Log 
compounding .process was obtained Mr.^ ^ steps fak 

Formulation Worksheet (LFW) ( Exhlb * f'T d n eflted a copy of the PCCA 
compounding the betamethasone. We « e e w ^ sheet (LFW) . A copy of the 
. formulation used to derive the Log F°™ u ^ lon steriie Produc ts" was obta.ned 
firm's "Policies & Procedures for C °™P° U ™^ , is "nyaluronidase", but Mr. 
Exhibit #6). The ^^™™™£*J™^^ul It outlines controls 
Cadden claims this document applies tc ^all s enie >v assura nce/control, 
fofthe faciiity, eguipment — S «* h reports was lot 
So?K27, which IS native according to firm records. See 
Exhibit #1for tot number printout. 
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V,. C8dde n states when compounding the product, he ^cesses LFW in the 

■due to the suspending agent He t en takes suspen ^ ^ 

results before dispensing product, • 

f R6 l After IS chri cadden decided to change the suspending agent 
facility- Atter researcn, tvn. y.SHM . . m ., inn a , nt G n 4/6/02, Mr.-Cadden 
carboxy methylceilulose ° P°f ^ covered with 

and lack of endotoxins. 



NEW ENGLAND COMPOUNDING PHARMACY INC. 
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£14/9,4/10,4/16/02 GDS/KJ/WiL 



AEiASOE-COMSiBM : '■ 

« ,.i accessible system for retrieving complaints/ADR reports The firm 
° c aims t^ these documents are filed under patients or msti Mions, so 
tne^cannot be retrieved without that specific informs .on This prohibits 
Je irm from identifying and tracking problems with individual- medications- 



2) 



o'r lot numbers. 

Beyond use dating not substantiated.. Preservative and Preservative Free 
product both receive the same expiration date of six months There is no 
. indication as to why/how this date was chosen and ,f laboratory d»ta 
confirms these expiration dates. 

3) Preservative vs. preservative free: The only label differentiation between 
the two is"*"MDV***" and "PF". 

a\ Batch formula worksheets contain expired products. " Mr. Cadden states 

4) fhey use™ date materials, but probably have not updated ^computer 
with correct lot numbers and date?. If raw materials were to be recalled 
Sfirm would ha ve trouble recalling their correct products since ,t ,s not 
apparent what lots are used for compounding medications. 

« Recordkeeping poor; lot numbers exist with no prescriptions linked as 
] - being dtepeTsed P This would, again prohibit timely recall of product to 
patients. 

6) ■ Positive endotoxin source still definitively unknown, 

7^ Non-sterile laminar flow hood environment: On the first day of ; the 

7) KsSfonThe clean room was observed. The laminar flow hood 

onta ned a beaker covered with aluminum foil on a magnetic stirrer To 
the left of the beaker sat. two-three bags of vial caps. To the right of the 
beaker sat a plastic ■ (Rubbermaid-like) tray with miscellaneous items. 
When asked about this practice, Mr. Cadden acknowledged that there 
were unsterile items placed in the hood, but that he fried to wipe them 
down with alcohol before placing them inside the hood. 

r\ Autoclave- there is no SOP in place for use of or maintenance of the 

8) autoc iave Mrs Cadden says the machine is "cleaned/flushed" weekly on 
Friday night. There is no 'documentation to support this statement, which 
was also noted by the state representative. 



NEW ENGLAND COMPOUNDING PHARMACY INC. 
697 WAVERLY STREET 

FRAMiNGHAM, MA 01T02 ■ " _ PAGE 9 • 

£[ 4/^ 4/10,4/16/02 . CDS/KJ/ML kmjl. a 

The foilowina represents information gathered to.- address specific ^sstons 
SdSn the assignment, (Refer, to the Assignment for £ ^r^ujow ) 
The information is supplied in the same sequence as the questions are askeo in 
the assignment. *■ • 

#1 This question is to be answered by the Mass Board of Pharmacy. 

#2. yes - 

#3 .they sometimes have a week's worth of product on hand 
~ . e 1 000 mi compounded. 

odi'spension timeframe varies 

#4 no, supposedly they do not sell whoiesale 

#5 •they do not dispense directly to patients _ 

eyes, they provide to institutional pharmacy for dispensing -to patients 

#6 ethey dispense 200/300 Rx's per month 
eabout50%outof state 

#7 seeEIR 
#8 not provided 

#9 refer to EIR, some COA's on file 

#10 no formal written complaint system _ 
Supposedly complaints are kept within a Customer File. 

nig fjnSSiON WITH f^A NAGEMENI 

At the conclusion of inspection, an FD-483 List of Observations was issued to 
Barry J Cadden, R.Ph, Director of Pharmacy & Owner of NEC. Also present 
was Beverly Gilroy, Administrative Assistant. Ms. Gilroy was present on 4/ 0/02 
and at the closing on 4/16/02. Essentially Ms. Gilroy's presence was as note 
taker'.. 

All 3 FDA investigators were present. The Observations included: 
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■ Observation'" #1'' Betamethasone Repository' Injection (Betamethasone 
■■■ ■ ■ Acetate, and' Betamethasone-. Sodium Phosphate.- 

Suspension 6. mg/ml, a' product, which is intended to.be 
sterile, is sampled for. sterility and endotoxin testing 
immediately after sterilization of the buik compounded 
product in 1000-mi beaker. , individual vials of 
"Betamethasone Repository are not filled; "until the test 
results for sterility and endotoxin (pyrogen) are received, 
from the contract testing laboratory, a process which 
can take up to. one week after the sterilization and 
sampling of the bufk product have occurred. - While 
laboratory test results are pending, the 1000-mf beaker 
and its contents are stored in the firm's laminar flow 
hood. The only other measure taken during this period 
to prevent recontamination of the bulk suspension is the 
use of a covering of . multiple layers of .aluminum foil 
over the mouth of the beaker. 

In response to item #1, Mr. Cadden stated it was not his usual practice to wait for 
up to one week before filling individual vials. He stated the practice of transfiiling 
the. vials normally occurs within.jL.f8W hours after autoclaving, once cooling of the 
beaker with product mixture is complete. He stated the delay (of up to one week) 
in transfilling only occurred during the period in which product samples 'were 
testing positive for endotoxin, and it was for that reason he did not. want to 
frarisfill the vials unless the sample received satisfactory laboratory analysis. It., 
was explained to Mr. Cadden that these observations were discussed with hirnf 
during the investigation, but Mr. Cadden declined to provide -documentation! 
showing this was. not his normal practice, Mr. Cadden. also stated that the| 
beaker with product witnessed by FDA investigators actually didn't contain the 
betamethasone repository. Mr. Cadden Was reminded of the contradictory \ 
information he provided to the. investigators during the investigation, v 

Observation #2 The samples taken immediately after completion of the 
autoclave sterilization cycle (134° for 20 minutes) are not. 
representative of product that remains in the original 
1000-mf. beaker for up to "one week past the time of 
sampling. 



In response to item #2, Mr. Cadden stated it was incorrect because item #1 was 
incorrect per above. 
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Observation #3 ■ The firm's- validation of the autoclave cycle does not; 

fake'fnfo account the fact that the autociaved. bulk 
product- is not transfilted .into a, firfcl container/closure 
. system (vials) -for a period of up to one week. 

In response to item #3, Mr. Cadden stated it was incorrect because item-#t was 
incorrect per above, , 

Observation #4 On at least one occasion, a lot number (Lot 
0201 2002@27) was generated in the firm's computerized 
recordkeeping system, for whfch.no associated records 
could be retrieved, it cannot be determined whether: 

o this lot was distributed and records covering its 
-preparation were never created or are no longer in-, 
existence, or 

«■ "the preparation of this lot -never proceeded, but ho 
record- 'of Its- cancellation was entered into the 
recordkeeping system 

See Exhibit #'s 1 and 3 to support this observation. 

in response to item #4, Mr. Cadden stated he agreed with this observation. He 
also stated that of the two possibilities, he agreed with the latter the most. 

• Mr. Cadden indicated he would consider a written response to the 483 
Observations but was basically non-committal. 

The inspection was concluded. 

This investigative report was prepared by ali 3 FDA Consumer Safety Officers. 
Primary responsibility for Headings included: 



C. DeSimone CSO, MedWatch Section 

K. Joyce, CSO, , Operations Section 

M. Lookabaugh, .'Compliance Officer, Jurisdiction Section 



m&uhm Qomov-Hmm pharmacy mo. 

m WAVERLY STREET 

PRAIWeKAftf, MA Of 702 . 

m, mo. mm?. ■ oi^/k«L' page n 



#1 2002 b&iarne-il'i&.&orie lot riihY.bei l-'rintoui 
#2 Representative Formula Worksheet 

Prescription Log, 1 -page 
#4 Certificates of Analysis 

(a) Spectrum 

(b) pcca . : 

#5 Representative Order Form 

#6 Policies & Procedures, Sterile Products 

#7 Representative Vial label 

#8 ARL Results ' - ' 

(a) #21119 (c) #21178 . 

(b) '#21162 (d) #211/9 

ATTACHMENTS 

FD-482 Notice of Inspection 
FD-483 List of Observations 
FACTS Assignment ID #298826 
HFD-330 Assignment daie^ 4/4/02 
HFD-330 FAX dated 4/9/02, 1 8' pages 

Related MedWatch Information sent to NWE-DO from Reporter 




Constance DeSimone, CSO Kristina Joyce, 660® 

US FDA NWE-DO US FDA NWE-DO 



Mark Lookabaugh, CO ^ . 
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Distribution : 

O: EIR, Exhibits,. 'Attachments to New England Compounding Pharmacy 

FEI 3003623877 

cc: EIR, Exhibits, Attachments to HFD-330, Attn: F.. Richman 
cc: EIR only, Compliance Branch, Attn: M. Lookabaugh NWE-DO 



October 2002-February 2003 FDA Inspections Report 

(FBI #3003623877) 



DR>£ ~<TMB<Y OF HEALTH AWE. KUtfAH SERV-CES 
FOOD aKD DRUG -feOMINtS TSAIiGW 



-On* >":on!vd; Avenue, 4" Wr.o:- 

f i7J-.-,?5?6.77/i^ _ _ . 

to- B P-nyJ. addon, Djre=tCT of Pi»5nig;cy_ 



DAT£[StCr iK'EFCCTJOrJ" 

: bu i > )l'i2&.', t..' 02 , < <■ i - i . 5 /' i G/G j 
3C035r3E77". ; - . . 



' cm', STATE APO ZJP GDDS ^ 

IPrarijingiian^MA OJ702 , 



Hew BngiEnaCompounoing Center 



STR£^T ADDRESS . 

697 Wavuriy Sf**et 



TYPE Of ES7ASi.lSHi/=ffT INSPECTED 

■phsnnacy 



PURI^G AN IMSPECTiaVoFYOOR FIRM I 03SERV£D; . ^ 

U* below observation, pertain to drug products thai personnel prepare a. your to for which you claim are sterile (for 
c^np)e, injections) and are prepared in anticipalion of a presenphon. 

h For,e P ^^ 

C anLppfe enuring Ihi product predion *rea « decontamtnateifcleaneJ ,o prevent prooua 

contamination. _ n iions cre pwfonM d is adequate to prevent product 

D . 11. «,W»m«* « «* pirtrfnii ,o envnqr^emarmoniloring in the immediate « while 

SE^tEEX*. are for » sterilikion of d,n 8 productpreparation equipment mt 

° f !0Sd ' f ^tnS^S cr^cs. o— sv,ed during processtag. 

b . Record, fc^^-tfm ^ EU10C)m , jBelf is m»tah»« and calibrated «. perftta, its intended function. 

r «r tail- riur/ nrodu-l and equipment from the autoclave (after it went through an autoclave process) from 
^ „ ^ prepa^tion steps are performed in a lanriner air Dow worhbeuch, is not n )S rodueu, B 

coafanrination ^ ^^f^^nces vials, and rubber sioppets, m«. set standard, making then, .suitable for their 
G. All components, mcl « i «B proceES wnltr w contaminating finished products.. 

ST kl ok^ents/cornponents are caHbrated and nraintained to perfom, their 

j" 1 ™^" procedures and sampling procedures being perfonned for all dn,u products are representative of the . 
;ois7batches being tested. 

J, 

ciete... 

rt^towting Panned in a correct manner since batch record preparation instructions are lacking significant 
^^T^^^Z^P^ ***** (U. ide ^rength, qua,,,, and purity) throughout " 

U • — ■ EPtPLOYEEtSJ NAMITaU'D TITLE Ifrini iirTyp:) 1 DATE ISSUED 



lots/batches besng lessee. ■ • - ^ products. there has been appropriate laboratory 
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DATE ISSUED 



FORM FDA 463 (6/00) 



IKSPECTIOMAL OBSERVATIOIi 



PAGE 1 Or 1 PAGES 



K-MvEnclami Complains Ccnier 
FramintJism MA 0)702 



One Montvale Avenue, 4 FIoo) 
StoitfKam.MA. 02180' 



FE1 NUMBER 

3003623877 



C- [tiDlv'DJ- 1 . 1 - 



"Fwminghani, win. , p 

ted processes, 

taken. 
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New England Compounding Center 
FraminghamMA 01702 
EI: 30/2-1/02-2/10/03 KMJ/DAD 
Allachtiv-iitAt 11 p.-= 



r 



on the front of t«s| 

form are repotted: . .. 

, Pursuant to sacflbn 704(b) ofth-Fe*™. Food, Dfu,™- Cosmic Act, o, 
2 To assist firms inspected* complyins with the Acts and Rations enforce, by 
the Food end. Drug Administration. 



^^^^ USC 374,b " 

provides: 

■ u ^otir,n nf a factory, warehouse,, consulting 
"Upon completion of any. such, .nspect on o a fac o \ . b „ fcf or 

^oratory, or other f-^^K operator, or aoem in charge 

employee making the mspec °" s , ons or practices observed by him.wh.ch, in 
a report in writing se tms forth any con r ^ P ^ ^ c m smh 

his ' iudgement. moicate any filth y, putrid, or decomposed 

establishment ID consists ,n whole ^or in p ^ lnsantery oondltlo ns 

substance, or (2] has been P'^^ JTwan filth, or whereby it may have been 
Whereby it may have ^ome contain .*d ^ ^ ^ prornptly t0 ,he 

rendered injurious to health. A copy 

Secretary." : 7 



Food and Dru 



fnruaAdmtoisfrattott Establishment Inspectiou Report 




Date Assigned: 12/17/2002 
irm N . me 4 Address: New England Co m po»nd,ng Center 

Firm Mailing Address: 

FET: 3003623877. 
Phone: (508)820-0606 
Conveyance Type: 



— t\ , 10/14/2002- Inspection End Date: 02/10/2003 

Inspection Start Date: 10/24/2002 . nmnTfS 

, 697 Waverly Street Frammgbam, MA 01720 Ub 



JD/TA: 13 - 



County: MIDDLESEX 
District: NWETX) 



' Est Size: 0-24,999 
profiled: No 



% lit^ri-U; 



'Endorsement ■. - . nrAP «« s for sterile injectable steroid products which included the 

SUMMARY: This inspection - ? d P^ate 

T^WPXe-^solone-aeetat6..USBU " . j trt Rawv Cadden RPh. The FDA 483 

.PPCONTWATIONSHEETfbrReascnforlnspection.Histo^andVolunta.vCorvecticns) ' _ 

be enjoined for GMP, deficiencies. 
DISTRIBUTION: 

C/S^&EIR' FMD-145, MA Bd Phann thru Compl Br for FOI clearance 
CCvTZ^ix^ & ATTCH): MCL, HFM-330 (Kathy Anderson) 
' Endorsement Location: NWE-DO CF 



Inspector Name 
Kristina M Joyce 
Kristina M Joyce 
Kristina M Joyce 
Kristina M Joyce 
Kristina M Joyce 
Kristina M Joyce 



Date & Time of Signature Supervisor Name 

03/07/2003 06:49 AM ET William S Boivm 

03/07/2003 06:49 AM ET William S Boivin 

03/06/2003 01:08 PM ET . 

03/06/2003 12:46 PM ET 

03/06/2003 08:46 AM ET 

03/05/2003 02:50 PM ET 



Date & Time of Signature 
03/07/2003' 05:36 PM" ET 
03/07/2003 05:30 PM ET 
ET 
ET 
ET 
ET 



Date: 10/10/2012 
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Food and Drug Administration 



Establishment Inspection Report 




■ «„. f natc- 10/24/2002 
ion Stai t uaic. 



Inspection 



FEI: 3003623 8 77 " ^ 
Firm Name & Addwss^N^ 

— — — — "^Ildd^ss of Rented Firm: 



Inspection KndDate: 02/10/2003 
Framingto.MAOnaOUS 



Related FirmFET: 



Rc(Tifvraviofi 1 ype 

There are no Registration Types 



R-tcirtratif D;lttr 



Establishment Type 
M Manufacturer 
yi Manufacturer - 



Industry Code 

60 Human "and -Animal Drugs 
64 ' Human and Animal Drugs 



District Use Code: 



Date: 10/10/2012 



page: 2 of 6 



Inspection Basis: Surveillance 
Ilis peeted Precedes & District Decisions 



PAC Establishment Type 
.56D015 Manufacturer 

Final District - . t lct Dec ision Type 
Remarks: 



Frooucu, MU- Priorit)- ' 

P'' 0CeSS ■ IB 1 Surveillance 

64 : L C K 

. DistrictDecision 

Made By ' 
■Boivin, WHliamS 



- Conclusions 
Correction Indicated (CI) 

Org Name 
NWE-DRUGS 



PAC Establishment Type 
56002 ' Manufacturer 

Final Pish** . Qn Xype 

r Si ° n? S" ^ t oS«eCRTS) 

Remarks: 



Product/ ~MQSA Reschedule Re-Inspection 
p 10 ducts/ v - priorlt y 

Process P surveillance 

64 L C K 

- District Decision 

Made By 
Boivin,. William S 



Inspection 
Conclusions 

"Correction Indicated (CI) 

Org Name 
NWE-DRUGS 



Date: 10/10/2012 
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Fo cd and Urug Ada^atio* Establish laspectioaReport 




FEI: 3003623877 



— nf 10P4/2002 Inspection End Date: .02/10/2003. 

Inspection Start Date: 10/24/2002 . 

a- renter 697 Waverly Street FramingJwm, MA 01720 US 
- ess; New England Compounding Centei , 6V y 




Firm Name & Address 

Products Covered 

„ , — Description ..' ., 

Product Code Est Type ^ c v :; v -. Pho:;-h:.:; :?h-:^"--:-'— 

64 L C K 07 l^nu^u^r ^Singielngred^; Sterile L^uid ' - 

- h ■ MethylprednisoloneAce ( ateCG]ucoco l 1»coid);Hnman- 
64L.C K 45 "Manufacture! ingredient; Sterile Liquid ' 



Additional Product 
Description 

In :-b-:- ; :i 
in amber vial 



Assignees 



Accomplishment Hours 



Employee Name ■ 
Joyce, Kristiria M 
Dewoskin, Daryl A 
Joyce, Rristina M' 
Dewoskin, Daryl A 



Position Class Hours Credited To PAC 



INV 
INV 
INV 
INV 



NWE-DO 
NWE-DO 
NWE-DO 
NWE-DO 



56D015 
56D015- 
56002 
56002 



Establishment Type 
Manufacturer 
Manufacturer 
Manufacturer ■ 
Manufacturer 



Process 
'64LCK 

64 L C -K. 

64 L C K 

64- L C K 

Total Hours: 



Hours 
200 

35 

■" 20 

15 

270 



( 



Date: 10/10/2012 
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Food and ©rag 



, nruz Adoration Establishment Inspection _ Report- 



■ ~l~~WWMO^ Inspection End Date:02/10/2003 

Name & Address: New England Compoundrag Ce„te^697 \^^^_ ._ 



firm 



Inspection Result Trips Num 

EIR Location 
NWE-DO O 

i • „ r ^ tpr nvmra was conducted in response to an 
C. SeL„so fth eo U ,e„ tU SPwe reUS ed a sa refeen ee. . _ 



FACTS-#33"2851. ■ , „ rt associated with the use of 

. , • nen « revested an investigation to obtain information '^.^^ZyS. Per supervisor request, this, 
^^".StS^v.^ free S0 ' ,,g/ml "T" tSm ' Wfflfftqucsted answers to the 

■following questions: 1) have ^ e °W^Tprobl«m with the compounded product. 

conducted follow up to detemrme whether P . . A Ust of . 

HIST R Y: The last FDA inspection of N^C was inA, = £ inspectton wa^c J-W ^ ^ _ ^ „ 

VOLUNTARY CORRECTIONS: n/a 



Date: 10/10/2012 
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Food and Drug Mrmms 



Inistratiou Est-ablislimeat Inspection Report 



Inspection End Date: 02/1 0/2003 



FEL 3003623377 

Firm Name & Address: New England Compounding Center 



Inspection Start Date: 10/24/2002 

c , 697 Waverly Street Frammgham, MA 01720 US 



IB Suggested Actions 



Action 



RemarUs 



Referrals 
Ore Name 



Mail Cod.e 



Remarks 



Recall Humbers 
Recall Number' 



Refusals , 
Inspection Refusals: 

Samples Collected 

Sample Number 
167876 
167877 
169126 
169127 
169128 
169129 
169130 
169131 
169132. ■ 
169133 
208553 

FDA 483 Responses 

, Y -483 Location: NW&DOCF 



483 Issued?: 



Related Complaints 
Consumer Complaint Number 



Response Type 
' Further review needed Letter 



Response Response 
Mode . Date Response Summary 



02/26/2003 Response outlined corrective 
Pharmacy. 



actions; referred to MA State Bd of 



Date: 10/10/2012 
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FEW 3003623877 

New England Compounding Center - g5 j : ; E I Start: 1 0/24/02 • 

697 W TlyS t r eet BIEnd: 2/10/03. 

Frammgbam, MA 01 /u/ 




' - i ■ ■ ■ rvni-n- fNECC) was conducted m 

the Ration, of ^ ( ^,%^S^%0, oWc^K**, 

id Researcl, The ^^V^^^^^^!^ 
^^Xd^SdtS aseptic.processing procedures used at NECC. 
SStcLentUSPwereusedasarefcrenoe. 



cecuuno vj- 

Xke ^ assent ^^Z^^^^^ 
MedWatoh reports associated wrth heu^e ot m y P ^ roperviso ^„ert, 

foe 80mg/ml that was compounded £y ^ ^J^ during . December 2002. The 

ss,«t£3 terror -x - - • — - - 

compounded product. , ■ 

„ ■ Awii ?no? The inspection was classified vai 
The last FDA inspection of NBCC was m Apul 2002^ The in p . Esues 

S a FDA-483 (List on the previous FDA 483 ■ 

T Cadden, Owner and Director of Pharmacy- On 1 W> tav^ y pDA 

Credentials were shown and a ^second ^FDA 4 ^ DeW km were 

Investigators Joyce - d 'f^f l ™ vest °lf and Arthur Chaput, Quality Assurance 
accompanied by James m %y-^^ sti&t0IS Joyce and DeWoskm returned to 
Surveyor, fiom theMABP. On 12/18/02 In eshga ^ eWoskm showe d credentials 
the ftmi- accompanied by Mr. Emery, ^ ^^Xmple collection. On 1/15/03 
toen ail FDA 482 to Mr. Cadden for the purpose ot smp ffi 

£. D WoShowed credentials, ^ -gJ^J^ f vid caps. On 2/10A)3 
Sucationa, 0^^^$£^» ^ issued another FDA 482, 

This inspection covered the *», <T^^^^S^ 
pSu^wMch included the ^^Zt^sono acetate). The MABP 
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' FEW 3003623877 

NewEnglandeon^o^dingCente^ ^ 332g5l ™ W24/02 

697WaverlyS^et ^ J/DAD • BI End. 2/10/03 

•TS^^ the finn has potency 

and New England 0,^0 -3, ^ .epos^y USP 

with injectable .stoom^^i - . 

^thvlpve^elow ^euto - ^ fa ecdoM l Observations, was 

0„ 2/10/03, at the P^amed to the fol«: - 

arid disposition of reports oi P 

drug product or device defects. . 

knnacy, at the below address. 

, - rtedWrm" New England Compounding Center 
mspecedFmn. 697 , Waver i y Street 

L0Cah ° n ' Framinghan,, MA 01702 
phone . 508-820-0606,800-994-6322 

FAX ' 508:820-1616 
,,, . <Q7 Waverly Street 
Mailing Address. ^^J,^ 01702 

10 /24/02,12/12&18/02, 1/14-15/02, 2/10/03 

Dates of Inspection: 

Days in the Facility: ^ investigator 

Particrpants. ™ A . DeW0S kin, Investigator 

■ ftm bvtav Joyce and reviewed by Inv. Dewoskin. 
The EDI was written by inv. jo) 

• ,l„ st* «f Massachusetts » »p«.» - ' 
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.'■ FEI# 3003623877. . 
New England Compounding Center . B I Start: 10/24/02 

^« T ly« ; SSS 3 - . . . BlEnd: 2/10/03 , 
Frannneham,MA tn/uz .. . . 

J^c^e^^ ,00,,^^ at the revest o, 

On Apnl .6, ,00, an w^to Mr a|S 

to the transfilling practices for betametnasoi e^ r p , nerate d lot numbers. 

a also cited -f« ^l^^^^^^i B ^m6mmA-- 
Mr Cadden stated there is no lag.in. the was not obs6 rved during fas 

We we unable to ^ ^^Z ^ory activities occurred as a 
inspection. This inspection was classed vai. 
result of the April 2002 inspection. 



t 



^ » space approximate y doubl tbe ^^^^ he now employs 
teing used for office ^^ » ^ 2 Pharmacists, 4 Pharmacy 
approximately twelve people m «o^ J ^ and 2 Salespeople Be . 

, i Wn4n a u/<4l Kite. 



'facilities and also maintain a web site. 



Mothe r change since the Apdl ^^t^^^^fZ 
area to accommodate the firm s new Clas a 10 £po . ^ stated 

KBCC is Planning pn ^.^^^^^t^t^\ 
per Mr. Cadden. He stated he is m the process of appty g 13 states> though? 

Lrrently he estimated he has Pe— ^ t^X, J his finn employs individual^ 
tocoMMtreeaUwtachap^ ^to Mi-O _ customers (phy „ and 
that telephone and/or . send cone pondenee t° Pr P He gtated this is done to, 

medical facilities) ^■^■f^^^% s also stated that he intends to| 

web site does not accept orders on-hne. - 

^Massachusetts Board ^^^^^^^ 
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FEW 3003623877 

New England Compounding Center _ . ■ c( ^ l0/24/02 

«^Wa^^ throughout the majority o,, h e 

events to the MAW • MA^,. £| r App H F0A communications. . 

^rssrss. „ * <— « ■ — - ° r 

commiUee assigned by MABP. . : 

despondence to the MABP should be sent to the 

The Commonwealth of Massachusetts - 

Division of Professional Licensure 

Office of Investigations 

239 Causeway Street, Suite 400 

Boston, MA 02114 

(617) 727-1803 

■ \ ti TJ-pivf 130 assignment issued to the New 
This investigation was conducted per the « - «j information and 

England District Office. The ^^^^Z^^^is. Three MedWalch 
8W Sples of NECC prod** ^^^^ s that occurred in two patients 
reports were received by the FDA deiaunv ^ gee A(facUment #1 for 

miuly2002althe M^Wi'irh reports In the MedWatch reports, the 

e assignment and three MeJ JWch Report * me , iyl p re dnisolone 

MedWalch complaints ^ J V J^f om 0» were both contacted regaling 

sssKasssasB*-*-*- 

, , o, ■ rpharmari-rt l»>( a »' He stated that after the 
On 9/30/02, Inv. Joyce spoke ^ f l0 rem0V e all the methylprednisolone 

Averse reactions occurred, he ms tructo hw a HQ r« ^ ^ cd d 

acetate injectable with the affected lot gj. « Assm , nce personnel. The 

S^hre^^— 

i „ ,„ith (W («)■ W f"t c '', Quality Supervisor at 
On 9/4/02, 1 1/1/02 & 3/3/03 Inv. Joyce spoke ^ wer e available. 

WM. On 9/4/02, Inv. .Joyce co, ifirmcc • w.th g cy departmen t. 

(BimMaXP) stated that she had ^^^oislnct to collect the sample vials 
Arrangements were made with the 

, ik\ r/\ 



(b) (6), (b) (7). 
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VHVil 3003623877 ■ 
New England Compounding C&n % wW851 ' fil -Start: 1 0/24/02 

697 Wiver1ySl^i ' El End: 2/10/03 

(bf^bH*) "^StetodSribii the adverse ^nts and^sm^ lol. 

stated that both patient were ^"'^J^c an^W hospilalizcd with . 
(05312002@I6) both ^P^ 61 ^.^'!^!; "°4Wg mmy. Culture* of both 

L-:^:^ ; --' : ;- V : ' -. wpeiw^ " 
patients' cerebrospinal fluid (CSi) *o . ^ pnor 

One of (he MedWatch reports slated the ^ vials ^P^^V^iUrflhe 

organisms. At^- Kxhmjt « is ^ tl W as gjjg, QW« _ 

vial testing performed by i ' , 1inllh „ tion lhere was no growth seen. ( b >< 6 >' 
negative rods), but after 8 vWjcs mc»W» | ^ ^ ^ resul(s m 

stated she betieves the vial tested was fiom H 20 O ^ ^ fl jds 

under one ^^f^^^^^ ^ the aCU ' al ^ °" ^ 

■ » , hv (b)(6), (b)(6), (b)(7)(C) stated she first contacted Mr. 
When asked abotil actions ta \^ f Me 1 adverse CTe „t S . She stated she spoke with Mr. 
Cadden at NECC to make hmi awareoftheaa e of ^ vja , s 

Cadden on/about 7/23/02. She stated she .do e ^ « ^ and bospital - 

to NECC. She Wi^^^'J^SL^. a hospital committee 
investigative purposes Afte, the aa We oallses and 

g^ttsisM?^*-- — - — " * 

compounded product from NECC. 

. A sample (FACTS l^O) --^"SBS S ^ 

sample consisted of sixteen (16) v afe of men ^ , , m 

,.. nw <?/■)?(«>/ 5 « different hi than the 

NOTE: n. m * <f^L$rJT«S 12 

u r™. oiPrilitv feram neeative organisms). 
On-12/11/02, the NRL -ported pos^ve re.U . fo ^^far. Cadden of 
On 12/12/02 Investigators Joyce ana Dewostan Msue 



n f ' FEW 3003623877 

New England Compounding Cento „ fiI start: 10/2 4/02 

697 WaverlyStreet It^mATi EI End: 2/10/03 

Framingham, MA 01702 KMJ/DAD 



for full descviption.of firm visit). 

Mycologist's description of the organisms found >n sample 193610. 

SSSloU straight or curved. This type c ,f b^ctcna are envn—l 

pathogens, B. P^^^^-i^^U ^cations, 
Cystic fibrosis, and ' chfordc granulomatous disease 

SphtabEOjnsaaiJ!^^ This group of bacteria is also an aerobic non spore 
■ggfgT^fc^rcZ^he new.genus Spingomonas was ere t d fo ^ 
orranism formerly known as Pseudomonas paucmobilis and CDC nk-L The genus 

■from hospital environment" 

The source of the reference information was obtained from the Manu al of Clinical. 
ScrobioTogy, 7* edition; 1999, published by the American Society for 
Microbiology". 

Please refer to the following table for a description of NYK district samples collected 



aridthejubseo^^ 



SAMPLE 



193610 



PRODUCT 



Methylpredisoicme AC 
(PF) 80MG/ML INJ 



LOT 
"05192002@15 



QTY 



16 



Exp 



11/15/02 



Results 



1/14= Sphingomonas 

peucimonas 
d/i4= Bwkholderia cepacia 
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^^ST^^iAchm™ " ■■■■ 

697 Wavorly Street iali6*m.».>i _ o/,n/nv 

Framingham, MA 01702 KM3/DAD . EI End. 2/10/Oj ^ 

inft^Mr Cddc» thai .^rSs"^w wouW be provided to Ibc HM, Please 
Sfteie« (or the State's request for information and NECG written response. 

, , ■ - , ,,...,»•' h» v,n- H~-,v-,r r l bVnn emnlovce from ■ ?» to .notify him of. the 
adverscrcaclions mat were rcponed to Med Watch. I Ic did not hWc the employee^ 
but did email that information lo me the. following day (Exhibit rf3). ,b)(6) ' n 1 J 

a aHW "upendsor at W notified Mr. Cadden about the adverse reactions associated 
S h meM - dni^lone'W Mr. Cadden stated <b) m.<b) TOO told him the. adverse 
^ i" were due to "administration errors" since the injections were ^m.nis.ered 
, ra heeally The medication is not FDA approved for intrathecal admnnstration. Mi. 
C d , st ed that the hospital had relumed vials of the affected product to the firm and 
SSoC sen a sample of the returned product to its contract laboratory (Analytical 
R S earch Labo ltories, Oklahoma City, OK (AR.L) for testing. .1 viewed the laboratory 
fesul eceived by lab on 8/20/02 and reported on. 8/22/02). The results reported on 
^Wcopy were negative.tor."endo.o X in content and microbial «^™^n. 
dtp viewed the initial A-RL results (received by lab on 6/19/02 and reported on 6/20/02 
fcTlhTUffccted lot, 05312002@16, which .were negative for "endotoxin content and 
microbial contamination". See Exhibit #4 for supporting documentation. 

The following information was also obtained from Mr. Cadden: 

1) Random sampling for finished- compounds is as follows:, for lot * with sma I 
volume vials, 2-3 vials are tested and for lots. of larger volume vials (,e„ 10ml) 1 
vial is tested for sterility and endotoxins. „, 

7) NECC is still closed on Saturday and Sunday, but Mr. Cadden stated he ode, 
comes to work on Saturdays to make sterile compounds. Mrs. Cadden still woiks 
two to three days per week in an administrative role only. 

3) Regarding the processing of sterile suspension injectable steroids: lire 
} compounding occurs in the "Clean Room". Once compounded the suspension 
Ta beaker) is covered with 3 layers of aluminum foil, bright-through the ante- 
room to the main compounding area and autoelaved. The suspension is then 
brought back through the ante-room into the "Clean Room". The suspension is 
brought to room temperature on a magnetic stirrer (approximately 2-4 hours) then 
suspension is transferred to vials (various sizes) with a Baxter Repea er ^Pump 
Mr Cadden stated the bulk suspension is sterilized (versus sterilization in final 
vial container) because the properties of the suspension would not a low i t o 
"resuspend in the vials and the particle size would be too large. The steio.d 
compounding formulas from Professional Compounding Centers of America, 
Houston TX (PCCA) instruct him to compound the products m this way. 
"sions must be autoelaved since they cannot be filtered through a 0.22,. 
filter due lo particle size. 

Ms Doyle told Mr. Cadden thai MABP discourages the use of y directed" instructions 
on prfin? prescription labeling and that stock sold as "For Office Use On y was not 
allowed in the slate of Massachusetts unless the firm obtained a special permit. 
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_,. r . ( ■ - FHI# 3003623877 

Hew EnglandCompoundHig Centei _ _ - ^ 

ssssw km™- 



On , 2/, 1/02, NRL informed NWB-DO; .hat thc^erilhy results. ^ sample 1 936 10 ■ 
Sontyto^ 

DeWoskm "Mo WC ^,nfc™cd ^ ^ had a 

Chaput from the MABP vcic pies ent i knowledge) after (he adverse 

recall of the product ,„ August. 20 02 g ^ ^ 
reacuons were reported to NECC b> ^ ^October 2002 visit to NECC. 



guidance. 



one vial), but he slated nc om> following actions: ■ 1) expiration date 

^^^^^^^^ 

SS foHntffl indu-ri^ inc. website (Mia™, OK). 

Mr Cadden stated he had not received any other complaints associated with the use of 

Z^ S^T^l- sizes in relation to lot quantities. We also d.scussed 
vaHdTlion and verification of testing procedures perfon.ed by contract iaboratomes. 

While at the firm samples were collected of methylprednisolone acetate preservative-free 
«' S I tamethasone repository injectable. Alter ^ 

(Affadavit). FDA-4S4 (Receipt for Samples), and collection reports. 
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FBI# 3003623877 
EI Start: 10/24/02 
EI End: 2/10/03 



New England Compounding Cento 
697 Waverly Street ™l A n 
Framingham, MA 01702 . KMJ/DAD 

the subsequent NRL results. 



SAMPLE 



169127 



PROOUC1 



LOT 



QTY 



Exp 



Results 



Me;hyip;sdni solera f-. 1 -- 
/pnso ma/ml x1 ml 



Betamefhasone Repository 
(PF) 6mg/m! x 5ml 
(BSP+BA) 



11302002@1 



10 



1/29/03 



Assay= Subpotent 
BSP 77.4 (O); 74.6 (C/A) 
RA71.6(OV. 71.0 (C/A) 



A visit to the finn was conducted to request ^^^^^^ it 
procedures and collect samples. After ^^^^C S^l achment # 6, 7 & 
was decided that furM^ 

^Stt^lS" ffi o f sajes collected on this date and 







QTY 


EXp 


- Results 


SAMPLE 
169128 


PRODUCT 
Methyiprednisolone AC 
(PF) 40 mg/mi x 1 ml 


LOT 
11262002@5 


50 


1/10/03 


Sterility- Negative 
Endotoxin- "not performed" 
Assay= Superpotent . 
131.4 (O) & 133.1% (C/A) 


169129 


Betamefhasone 
Repository Gmgmi! x 2 ml 


12102002@11 


. 50 


6/8/03 


Sterllity= Negative 
Endotoxin= Negative 
Assay- subpotent 

BSP 67.0(0); 62.0 (C/A). 

BA 59.8 (O): 58.7 (C/A) 


169130 


Methyiprednisolone AO 


112620D2@4 . 


50- 


1/25/03 


Slerillty= Negative 
Endotoxin= Neaatlve 


169131 


(PF) 80 mg/mlx1 ml 
Triamcinolone Acetonide 
40 mg/mi x 5 ml 


112020002@S 


34 


2/18/03 


Sterility= Negative 
Endotoxin "not Derformed" 


169132 


Prochlorperazine Edisylate 
5mq/ml x 10 ml 


11112002@1-1 


18 


2/9/03 ' 


Sterility= Negative 
Endotoxin "not oerformed" ■ 


169133 


SallnsPF 10%injeciaDiex 
15 ml ' 


12122002@14 


5 


3/12/03 


Sterility^ Negative 
Endotoxin^ "not performed'' 


208553 


Betamethasone Keposuory 
fPF)6mg/m!x2ml 


113O2002@1 


50 


1/29/03 


Sterility= Negative 
Endotoxin^ "not performed" 









i) 



The following items were also discussed with Mr. Cadden: 
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. guidance resources such as the USP. 

3) Sterile g^^JP^- he uses a new set of dispute tubing, for the 
' Baxter Repeater Pump for each lot tlmt is compounded ^ 
b When asked what other sterile compounds are made, by the firm, Mi. 
Cadden stated if he was able to filter the product that he would make the 

Tcaddt stated the water source for sterile products comes from 1000 
ml bags of Sterile Water for Injection. . 
Mi Cadden stated, that NBCC started to compound Prochlorperaz ne 
Jco m pazL).Injectable 2-3 weeks prior when he was able to access the 

Sf CaSefstated the finn does not dispense any medication to clients for 
Office stock use. He stated that it would be a possibility m the future if 
s state laws changed and allowed this of compounding 

tit? '-d DeWoskin requested of Mr. Cadden the opportunity to 
obseSoduction of sterile products in the very near future depending on 
impounding schedule. On 12/23/02, Inv. DeWoskm spoke wi«r Mrs. 
Cadden who stated that compounding would not resume until after the 
start of the New Year since business was slow around the holidays. . 
* A copy of the NECC "Policies and Procedures for Compounding . Stente 
& .Products" and "Aseptic Compounding Policies and Procedures Manual 
(SOP's) are attached as Exhibit # 7 & 8. 

4) SaS analysis: While discussing the lots made before August 2002 

Sa wei" distributed with a 6 month expiration date, I asked Mr. Cadden if 
e had any intentions of recalling those products also since those, poducte 
will continue to have expiration dates through February 2003 Mr 
Cadden stated he did not have any intention ot recalling products othe 
man the steroid products recalled in August 2002. The firm's recall 
r Procedures in August 2003 consisted of calling clients who received the 
?53«16 lofof methylprednisolone and asking them to return any 
sterord product they had in stock. This means that clients who received 
S other than the 05312002@16 were not notified of the recall or 



c, 
d. 

e. 
f. 
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^^^^ : 

until the expiration date ot 6 months. telephone. We 

Mrs. Cadden stated she "<*^ <~^S" rLll. Please see' 

The returned *^ ^ is!nd product names 

? --firmed that they we, .the products 

fended fj*™^ ftom ! 1/15/02 was given to Mr. Cadden and 
"i . This reference described current regulatory 

actions taken against compounding pharmacies. 

^^^^^^^^^^^^^ 
provided CSO DeWoskm with a seal d g ^ ^ 

Environmental which was submitted to Northea tern K ^ ^ 

sterility and endotoxin «. ^f^^Soppers which he stated he 
o„ this same date Mr. noticed a tear in the bag;- and 

autoclaved. However, when Iietumed t0 ™°™ > NECC the 

therefore decided not to ^J^^^Jm called the firm and notified 

■Se^^ - 
collect some more autoclaved stoppers. 

, /i Aim Rarrv Cadden notified me that his lawyer (John 
Wh en I was at the firm on l/H/03 B ^fiennoin instroc ted him to tell me that 
Tamkin in Newton Massachusett s - pto* ^™ ^ s ^ ^ fo 

he would provide me samples, but fl had a^ ottrei q put my requests or questions 
any of their procedures and compounding act, .it «*, J ^ V > j 
^ writing. Mr. Cadden stated he would then subrm my equests t o ^ 
and then get back to me. At the time was ■ ^^^^Une 80mg/ml ' 

this e-mail request had not been received. . 
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facility but not available At this time she provided me a sample of vial stopper m . 
sealed ba- which she stated were autoclaved within the last day. I observed .hat there- 

! V-.-i^c ti-.ic hsc w -: t b \h?. sfoocers f-nd.thst they were raking water stains 
on mie' material of the autoclave bag. I sutoitted these via! 

■stoppers to KRL as Sample #167877. After I was provided the sample by Ms. Gihoy, 1 
left the firm. ■ '■ 

Please refer to the following table for a description of samples collected January 14-15, 
2002 and the subsequent NRL results. 



SAMPLE 



167877 



167876 



PRODUCT 



■Sterile Vials 



Vial stoppers 



LOT 



n/a 



''n/a 



QTY 



-100 



Unkn. 



Exp 



n/a 
n/a. 



Results 



"In progress" as. of 3/4/03 



"in progress" as of 3/4/03 



MEETING WI TH THE MABP: FEBRUARY S. 2003 (Bo ston, MA) 

A meeting was held to discuss the appropriate course of action for NBCC. Attachment 
#10 contains the minutes of this meeting. 

VTSXT TO B1F M: FEBRU ARY 10* 2003 fC loseont and issuance of FPA-483) 

On 2/5/03 Inv. J oyce telephoned and left a voice mail for Mr. Cadden to inform him that 
there were violative sample results for subpotency and that the close out meeting would 
be held on 2/10/03.- On 2/6/03, Inv. Joyce received a voice mail from Mr. Cadden stating 
his intentions to investigate and institute a recall of betamethasone repository (lot 
12102002@11). 

The purpose of 2/10/03 closeout meeting included issuance of the FDA-483 (List of 
Observations), to request recall infonnation for the methylpredn.solone 
iu 2002 to inform the firm of the complete results for-samples.pbtamedn/18/03, and to 
find out the firm's intentions with respect to the violative lot within expiry and 
surrounding lots of similar products. - 

The closeout meeting took place at NBCC on 2/10/03, In attendance ^from NBCC were 
Rarrv J Cadden NECC Owner and Director of Pharmacy, Doug Farquhar, Esquire, 
Hymen, Phelps i McNamara, P.C. Ms. Beverly Gilroy, Educational Coordinator, was 
nreTent in a secretarial role for NECC. Tn attendance from MABP Leslie Doyle and 
James Emery. In attendance from the FDA NWB-DO were Investigators Joyce and 
DeWoskin. 

The visit began with a tour of the newly completed room that houses NECC's new Class 
- 10 hood. The hood was certified by Scientific Air Analysis, Inc. (47 Fatma Dr, Ashland, 
MA 01701, (800) 287-7100). The room contains the Class" 10 hood, autoclave, 
incubator, sink, dishwasher, computer station and office area. 
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My. Cadden- steted NECC had plans" to work with a consultant, Brie L! Brennan, of the 
Preble Group. See Exhibit n9 fcr the consultant information. 

c ^r-v-;.-: r . s -\-7-:r-v;ion ".v£s renuc?i:ed £t ihc meeting: 

1} For (he recall of methyiprednisolone acetate in 2002: distribution list (including ' 
addresses), reason for recall, recall" strategy, time period of product distribution, 
total, quantity distributed, total quantity returned in the recall, documentation of 
callsto clients, time period in which "recall was conducted (start & stop), total 
-quantity made and total put into vials, vial sizes and quantity of each that was 
made and product disposition. 

2) For the pending recall of betamethasone repository (lot 12102002@1 1): all 

" " • information above applicable to pre-recall period, copy of product labeling, recall 
initiation date, any complaints or adverse events reported and a recall contact. 

3) Other Information: consultant CV, list of current stock on hand for all sterile 
injectable products, list of compounding that has taken place since 1/1/03 for all 
sterile injectable products and intentions with respect to similar products (ie., 
sterile injectable steroid suspensions). 

Ms. Doyle issued-a new request for information from MABP dated 2/7/03. Ms. Doyle 
provided a copy of the letter (Exhibit #10). 

RECALL INFORMATION 

On Friday, 12/13/02, the NWE-DO Recall Coordinator stated the district " needed 
information from NECC to document and classify the recall of the methyiprednisolone 
compounded product. I called Mr.- Cadden that afternoon and discussed the need for 
recall information and to collect a larger quantity of vials for our sample (see below). He 
stated he would gather the information.. 

On Monday, 1 2/16/02, 1 called NECC to verify the receipt of the e-mail request for recall 
information and to answer any questions pertaining to the request. I left a message after I 
wastold (by Christine-) that Mr. Cadden was "in the clean room". Lisa Cadden returned 
my call and informed me that Mr, Cadden did not receive my email on Friday. J 
explained that I sent it as a reply to an. email from Mr. Csdde^ and that 1 would resend the 
email the following morning. I also verbally stated the list of requested information for 
the recall so the firm would have adequate notice. Tins information was not provided to 
NWE-DO until after 2/10/03. On 2/14/03, NWE-DO Recall Coordinator received two 
faxes from Mr. Farquhar containing the information for the NECC recall of 
betamethasone repository injection (6mg/ml, lot 12102002@11). an 2/18/03, NWE-DO 
Recall Coordinator received a fax from Mr. Farquhar containing the information for the 
NECC recall of methyiprednisolone acetate (preservative- free, all' lots compounded 
before 7/16/02). Please see Exhibit # H & 12 for these documents. On 2/21/03, the 
NWE-DO received additional information from' Mr. Farquhar (via fax) informing the 
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gX^iCCTe^^ 
Exhibit^, ' 

i thp h^M-330 questions were obtained by inspectional visits and 

operating m conformances h " AD ,-a 2002 joint FDA-State investigation, and 
w hat sanctions were taken by the' Board? 

2002 mvesttgaton. The Board is in me pro vv lioable stat e laws 

^ZSTZ^S^ o^erved a, the 

firm. 1 ■ 

2) Does the NECC continue to fill patient specific prescriptions for each 
compounded product dispensed ? 

vrprv dispenses and prepares products in bulk for administration to 
compounded for third parties for resale. (*) 



W?e/'e known). 



Hyalnronidase 150n/ml- Discontinued by manufacturer (5 000 ml) 
Triamcinolone Diacetate 40mg/ml- When unavailable (500 ml) 
Methylpredmsiolone Acetate PF 40mg/ml and 80mgtal- 

Special order when unavailable (1,000 ml) 
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order when unavailable, (r,UUU ml j ■ 



4) Does NECC continue to assign unsubstantiated beyond-use dates? (designate 
expiration dates without basis) 

Kfr Cadden stated that beyond use dates" are included on each 

^^t^V^m^ wit. preservative and 60 days for 

preservative-free. - - - 

„ ,1„H b, »..d «... oM.»,J » »» 02 « -Pl= ««>m »f 

not 60 days as stated by Mr. Cadden. ■ 

tZt^^Zmt^ider. lliether there is documentation of the ,neica 
T^fa 'particular variation of the formulation for the particular patient, 
"l es^ e pS^hL* documentation from the prescribe,, th,t demonstrates 
Tmedical need for the particular variation of the formulation for. each 
individual patient? 

Please see ExMbit#14 for "Logged Formula Worksheets" utilized by NBCC 
n n « mCC comvound drug products (including sterile products) in anticipation 

loTdo Z amolts compare to the amount compounded after receiving -valid 
- prescriptions? 

Mr Cadden stated sterile products are compounded before prescriptions , are 
revived br general, approximately a 30 day supply would be mamtamed by 
The exception to this would-be sterile products that can be filtered, such 
^ Imfc nroducts which are compounded after receipt of a prescription We 
Id tf iS X^pXity t° verif/quantities compounded versus optics 
dispensed on a monthly basis. 
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— Mr7555ST*i^ /i^/V/c /;/^ (creams, ointments,' capsules, etc) arc 
compounded after prescriptions are received. 

if^/^W^c tefoft that are poured for. 
each type of sterile product and how often is each hatch prepared? 

In Jpuuarv 2003 - NECC completed installation and certification of a "Class 10" 
Isolator biological hood, Mr. Cadden plans to begin utilizing this new area once 
• he receives MABP approval. Refer to question 2 for typical batch sizes, 

8) Does NECC compound any products that have been removed or withdrawn from 
the market for safely reasons'? If so, please obtain documentation. 

Mr, Cadden denies the firm compounds any products that have been removed or . 
withdrawn from the market for safety reasons . 

9) Has NECC instituted a formal written complaint system since the April 2002 
FDA-State inspection? 

■ NECC does not have a formal written complaint system to date per Mr. Cadden. 
He staled complaints are still filed under specific facility or patient. 

10) Has NECC performed any corrective actions in response to the FDA 483 List of 
Observations issued at the conclusion of the April2002 inspection? 

Mr Cadden told us the only changes made were in response to the W<6).(bja) : 
. ' adverse reactions and entailed the following: 1) expiration date ^ 
decreased from 6 months to 60 days for preservative free products, and 2) 
utilization of a contract facility (Eagle-Picher) to pre-stenhze . vials for use m 
sterile products. See Exhibit #5 for information from Eagle-Picher Industries, 
Inc. website (Miami, OK). 

Jl) Annually, how many prescriptions for compounded products does the NECC 
dispense? 

Mr. Cadden estimated NECC dispenses 20,000 prescriptions per year. 

12) Does NECC ship compounded products out of state? Was any of the lot of 
melhylprednisolone acetate PFS0mg/ml referenced in the MedWatch report 
shipped out of state? . 

According to Mr. Cadden, NECC does ship compounded products out of stale; 
The lot of methylprednisolonc acetate PF referenced in the MedWatch was 
shipped out of state. On 2/5/03, Ms. Doyle from MABP provided the states 
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— -^•--^T^T^'^FRrNHlD. m> KS, V'J\ OH, MO : MT 

NECC is licensed in as SC, i-U *'A, ^iU w, isn. . 

and CT (pcndir.g). 

,u ;..iro"»Pt tf n»rcrx- com. The contents of ihe 
Yes, the f.nn advertises =^'^,0 ,^ 1 '" ^ Exhibit «& Mr. Cadden • 

website, \^vw^necci^coiii a & oi iU/i i/u~ die -a^ 

stales they do not- accept online orders. 
process controls. 

a r Wnrl^heet" provided bv Mv. Cadden (Exhibit #16). This 

Cadden. 

,5, entity of compounded sterile products, including ntelhylprednisolone 
acetate PF SOmg/m! are on hand for sampling/ 

We obtained samples of sterile injectable common 12/12 A ! 8/02. Refer to 
Exhibit #17 for a list of current inventory as of 2/1 1/03. 

Observation #J 

of inn nf.ferile dm* products distributed by your firm (such as those 
For the P«P»»*?^ Equate documentation available to verify they 

K life lS« g period) of these products. This- includes the abse.ee of 
documentation to verify the following: 

A. Personnel' performing preparation steps are not contaminating the finished 

n WoSS-s are cleaned and sanitized to prevent product contamination. 
C Jqulpment and supplies entering the product preparation area a. e 

deconfammated/cieaned to prevent product contaminate*, 
h The einSonment in the area where the filling and closing operations at e 

So™ "iuate to prevent product contamination (this includes the 
- f a k f doclentation pertaining to environmental monitoring m the 



17 



New England .Compounding Center FBI# 3003623877 

697 Wavcriy Street FACTS #332851 - EI Start: 10/24/02 

Framingham, MA 01702 KMJ/DAD • BI End: 2/10/03 



S. immediate area while product is exposed to the" environment, such' as during 

filling and prior to container closure). 
F. Ait autoclave sterilization processes are suitable for the sterilization of drug 

product prepiratioii 6Guipmtui ano compoiieais ;\>L;di uuiuLa-c 

stoppers and bulk product). Some examples are: 

a. Lack of documentation to verify that ail critical processing 
parameters being used are appropriate in ensuring that final products 
meet ail standards (such as sterility). Critical processing parameters 
include sterilization time, temperature, size and nature of load } and 
chamber loading configuration. 

b. Records do not state the actual critical parameters used during 

processing. 

c. Lack of documentation to verify that the autoclave itself is maintained 
and calibrated to perform its intended function. 

d. The autoclave process used on bulk drug products does not have an 
effect on stability or product specifications. 

F. The transfer of bulk drug product and .equipment from the autoclave (after 
■ ' it went through an autoclave process) from oiie room to another room in 

which further preparation steps are performed in a laminar air flow 
workbench, is not introducing contamination into the finished product. All 
components, including drug substances, vials, and rubber stoppers, meet set 
standards making them suitable for their intended use, 

G. Components and process water are not contaminating finished products. 
k! Equipment used to measure the amount of ingredients/components are 

' calibrated and maintained to perform their intended function. 

I. Testing procedures and sampling procedures being performed for all drug 
products are representative of the lots/batches being.tested. 

J. That for each preparation of a sterile product or batch of sterile products 
there has been appropriate laboratory determination of conformity with 
purity, accuracy, sterility, and non-pyrogenicity, in accordance with 
established written specifications and policies. 

K. Preparation steps are being performed in a correct manner since batch 
' record preparation instructions are lacking significant preparation steps, 
which includes mixing procedures. 

L. Final containers are capable of maintaining product integrity (i.e. identity, 
strength, quality, and purity) throughout the shelf life of the product. 

M AH drug products prepared and packaged at your site meet specifications 
and USP limits (if applicable) for the expiration dating period assigned. 
According to documentation and your statements, all drug products are 
assigned an expiration date of 60 days if they do not contain a preservative, 
three months if they are not filtered, and 6 months if they are filtered. No 
data was "available for any of your products prepared at your firm to support 
these expiration date periods. 
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In addition, for all of the items above there were no written procedures available 
pertaining to the performance of these duties and processes. _ 

- Mr.- Cadden stated he did not have documentation ■ of established standards or 
specifications for finished sterile products .compounded by NECC ^f^^ 
verification that the above items (A thru M) have been addressed by NECC to ensure 
the quality of products compounded by- NECC, 

Mr Cadden stated he was unable to provide data to support the assigned shelf life for 
finished sterile products compounded by NECC. Mr. Cadden stated that he utilized 
the recommendations on the product compounding formulas ( logged formula 
worksheets") received from PCCA. . After learning of the the adverse potions to 
methyiprednisolone acetate in July-2002, Mr. Cadden stated he shortened the shelf 
'life of preservative-free products from 6 months to 60 days. There was no. product 
specific data available to support the use of either shelf life. 

Mi- Cadden stated that he purchased Standard- Operating Procedure (SOP's) from 
PCCA After review of the SOP's, it was determined that they have not been revised 
for use at NECC. It was also noted that NECC does not follow to SOP's. Mr. 
■ CaddenstatedhedoesnotfoilowalloftheSOP's. Refer to Exhibit #8 ior the NECC 

SOP s s. 
Observation #2 

There are no written procedures pertaining to the handling of complaints, nor does 
your firm maintain a complaint file. 

Mr Cadden stated that no formal complaint files are maintained by NECC. NECC has 
not established adequate written procedures for the handling of complaints and adverse, 
events reported to the firm.- _ 



Observation §3 

There was no documentation available for the handling and disposition of reports of 
patient problems, complaints, adverse drug reactions, drug product or device 
defects and other adverse events reported. For example, after a medical facility 
reported adverse events associated with lot 05312002@16 5 your firm conductea a 
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recall of injectable steroid products and implemented shorter expiration dates and 
use of p re-sterilized vials. You stated, you have.no documentation available 
pertaining to an investigation being perforated for this and other related lots which 

nisnu xxion of FDA 483 Observ ation! 

Mr Cadden stated he did not have documentation of an investigation or "the subsequent 
changes made by NECC in response to the- adverse events associated, with 
methyiprednisolone acetate lot 05312002@16., No written records were available to 
rationalize or confirm the implementation of shorter expiration dates and the use of pre- 
sterilized vials. There was also no written documentation to show follow up actions 
were being taken to ensure the effectiveness of corrective actions taken by the- firm. 



mSCUSSION WITH MANAGEMENT (2/10/03) 

It was explained to Mr. Cadden that at this point the FDA is considering NECC a 
pharmacy compounder and not a drug manufacturer. Mr. Cadden stated he" had retained 
the services of a pharmaceutical consultant. The consultant is supposed to meet with Mi'. 
Cadden within the next week to determine a course of action. 

Inv loyce and DeWoskin presented the FDA-483 to Mr. Cadden. Each item was 
reviewed with Mr. Cadden. Mr. Cadden was asked if he understood each point, to which 
he answered, yes. Mr. Cadden -was asked if he had any questions about each of the 
observation items, to which he answered no. Mr. Farquhar stated he was very familiar 
with the observations and would be able to assist Mr. Cadden in his written response. 

Further details pertaining to this' closing discussion is in this report under the heading 
entitled- "Visit to Finn; February 10, 2003". Mr. Farquhar stated they planned to have a 
written response to the FDA within two weeks. After the FDA-483 was issued and 
discussed, the inspection was concluded. 



REFUSALS 

Though information was not made readily available, there were no direct refusals from 
the firm. 



ATimTTONAT, INFORMATION 

Guidance was received from HFM-330 throughout the entire investigation, including a 
teleconference on 12/16/02. During this teleconference, guidance was given regarding 
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^^iHol^oTS^^ ° f 
Observations). ' 

Gn l/ii/Ui, ^f-^ p li elp^"'&'McNamara (Washington, DC) to represent 

Douglas F 7^'^ H ^CX guested available information- through FOI. 
him m regulate y ™^ D £ Compliance Branch that he would be 

Mr-. ^^^^J^^Wcation^etween the FDA and NECC from 
Z^%£^%* « 2/10/03) occuired between. Mr. Farquhar and 
NWB-DO Compliance Branch, 

n \nim M, Dovle of MABP related to hiv. Joyce that NECC had retained separate 
Zn^itnXv rfL matters; however, he still retained Mr. Farquhar to 
handle FDA related matters. 

a * a hw nf this renort Ms Doyle stated MABP had not received a reply from NECC 

for ^ ™* " NECC ^ " 

extension for submitting this information to MABP. 

received by NWB-DO on 2/21/03 and is attached as Exhibit #19. 

The documents obtained from NBCC to support the sample collections on 12/12 & 13/02 

ScSol^^ 
the investigators. 



ATTAeHMENTS 



FDA-482 Notice of Inspection (Dated 10/24/02) - 
FDA-482 Notice of Inspection (Dated 12/12/02) 
FDA-482 Notice of Inspection (Dated 1/14/03) 
FDA-482 Notice of Inspection (Dated 1/15/03) 
FD A-482 Notice of Inspection (Dated 2/10/03) 

CDERHFM-330 Assignment (Dated 8/2/02, 10 pages) 
Collection Report for NYK Sample 193610 (4 pages) 
FDA 463a Affadavit (Dated 12/12/02, 1 page) 
FDA-484 Receipt for Samples (Dated 12/12/02, 2 pages) 



1) 
2) 
3) 
4) 
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5) Collection Reports for NWB Samples 1 2/3 2/02 (6 pages) 

6) -FDA 463a Affidavit (Dated 12/18/02, i pages) 

7) FDA-484 Receipt for Samples (Dated 12/1S/02./2 pages) 

9) FDA Talk Paper (DatcdM 1/1 5/02," 2 pages)' 

10) Minutes of Meeting between MA State Board of Pharmacy and FDA NWB 
. DO (with attachments) (Dated 2/24/03, __pages) 

11) FDA-483. Inspection! Observations (Dated 2/10/03, 3 pages) 



EXHIBITS . 

1 ) Fax from < b > ^ & P« c > of W (6). ( b ) PJP) (Dated J J/1/02, 2 pages) 

2) MABP Request for Information (10/02) and NECC response (Dated 1 1/1 8/02, 
10 pages) 

3) Email from NECC (dated 10/25/01, 1 page) 

4) Analytical Research Laboratories Results for methylprednisoione lot 
05312002@16(4pages) 

5) Bagle-Picher Industrie's, Inc. background information (6 pages) 

6) NECC sampling log to ARL (J page) 

7) NECC "Policies & Procedures for Compounding Sterile Products" (3 pages) 

8) NECC SOP Manual (179 pages) 

9) Curriculum Vitae of NECC Consultant (Fax Dated 2/1 1/03, 5 pages) 

1 0) MA Stat e Board of Pharmacy Request to NECC (Dated 2/7/03, 3 pages) . 

1 1) NECC Recall infonnation (dated 2/14/03, 9 pages) 

12) NECC Recall information (dated 2/18/03, 7 pages) 

13) NECC Recall Infonnation to NWE-DO Recall Coordinator (Dated 2/21/03, 7 
pages) 

14) Logged Formula Worksheets (21 pages) 

15) NECC website infonnation (Date accessed 10/1 1/02, 7 pages) 
1.6) Methylprednisoione acetate "logged formula worksheet" (1 page) 

17) NECC current inventory (dated 2/3 1/03, 2 pages) 

18) NECC lots compounded since 1/1/03 (da(ed2/14/03, 2 pages) 

1 9) NECC Response to 503A statement by Ms. Doy]e (Dated 2/21/03, 2 pages) 

20) Supporting documents for sample collections (24 pages) 
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New England Compounding. Center ' 

697 Waverly Street FACTS #332851 

Prp.niiBghan-?, MA 01702 KM.J/DAD" 



mW 3003623877' 
EI Stail: .10/24/02 
HI End: 2/10/03 



ICristina Joyce, CSO 
NAVE-DO , 



1. 1 



Daryl DeWoslrin, CSO 
NWE-DO 
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March 4, 2004, Mass. Bd. Investigation Report 
(Mass Bd. Dockets: DS 03 055; and PH 03 066) 




- *" MDPH-DIvIsion of Heaith Professions Licensure 
■ INVESTIGATION REPORT . ' 

' ' ' ". Pagei.of 10 • - 



Licensee Name; 



New England Compounding Center ■ 
' ' . Arid ' : '■ 

Barry Cadden. 

Priority Code: 2 Recehred by PHPL: 2/12/2003 

investigator Name; Leslie S. Doyle, Compliance. Of^er 
Supervisor Name: ■ .ilean Pontics., Director . 
SECTION I: Demographics and'Htstory 

■ ^jicense^infomiaM^ * 

1 ; NameofUcensee/Respondent;. . 

Barry cadden ■ , . 

2. Address of Record: _ • 



Docket Ho* 

DS 03 055 

PH 03 066 



Docket Openedi ' 
Assigned: 



2/12/03 
2/12/03 




3, Phone Number(s); 
Home: | 



"CeU: (N/A) 



Business; (508)820 0606 



. 4^ Licensee/Respondent Date of Birth; • 
. .g. UcenseTVp 6 &No.; , PH 21239 . Carrent Status; C Exp. Date: 12/31/04 
' 6, 'prior Discipline (explain); • 
' Both pharmacist and ph« have prior complaint history - the spedflcs are stated below. _ . 

.7, .Original Date of Issuance; . 



DS -New England Compounding ^^^Uj* 
PH - Barry Cadden -Manager of record issued 10/9/1990 

8. Record of Standing attached; ' X Yes 

If not, complete item ? below: 
• 9. r^ama of Educational institution Attended; • 

University of Rhode Island . ; 
Date of Graduate:. 1990_ 



DS 2848 
PH 21239 



□ No ' 




■ MDPH-Divisfon of Health Professions licensure 
liWBSTXGATXQH REPORT 
'. . . PagelofiO ■ . ■ 



Licenses Namef 



Docket No. 



New England Compounding Center 
• And • 
Barry Cadden 



DS 03 055 
PH 03 066 



. Priority Code: 2 ' Received by DHPL: 2/12/2003 

•Investigator Name-: Leslie S, Doyle, Compliance Officer 
^-Supervisor Nanie; ■ : . : "'tfeaVP.ontikasVr Director * . " 

. SECTION I;- Demographics and History " 
A. 'Licensee Information 

it. -Name of Licensee/Respondent; 

Barry Cadden . ■ ' 
1,' Address of Record:' 



Docket Opened: 
Assigned: 



2/12/03 
2/12/03 



3. Phone Number(s): 
Home: 



Business; (508)820 ,0606 



■ Cell: (N/A) 

- - 4, Licensee/Respondent bate-of Birth: 
. 5„ License Type & No,: * PH 2123? Current Status: . C Exp. Date: 12/31/04 

6. Prior Discipline (explain): 

"Both pharmacist and pharmacy-have prior compfaint history - the specifics are stated below. 

7, Original Date of Issuance: 



■ DS - Mew England Compounding Center !ssued7/16/i998 
PH - Barry Cadden - Manager of record- issued 10/9/1990 

8. Record of standing attached: X Yes 

If not, complete item 9 below: - ■ 

9. . Name of Educations restitution -Attended: " 

University of Rhode Island 
Date of Graduation; 1S90 



DS 2848 
PH 21239 



□ No 



MDPH-Dfvfsioh of Health Professions licensure 
INVESTIGATION REPORT 
. . Page 2 o(: 10 ' ' 

■ -' . licensee Name: ^ Docket No, 

■ New England Compounding Center ■ ' &SQ3 OSS 

: ■ And ' . " . "' 

' - • SanyCadden PH 03 06*6 

O THER MASSACHUSETTS LICENSES HELD : 

1. ■ Profession/Trade; ' '.. MA '.' 

2, License No, . -Current Status: ' Exp. Date: • 
*• -3- Prfqr^JJsclpirne (sapJafnX ■ J ' •• " " . 

Hi 

• 4; Certified Documentation Attached ■ QYes ' XNo - '= ■ 

c * NON- MASSACHUSETTS LICENSES HELD : ' • ' ■ ' . ' 

■ . 1. . Profession / Trade: . Pharmacy licenses are held in ail but four states throughout 
: ' - - the United' States. ' '. • / ■ 

2. License No. -. , Current Status: . Exp, Date; ' 

3. Prior Discipline (explain): 

4. Certified Documentation Attached □ Yes x No ' 
D. LICENSEE'S EMPLOYMENT INFORMATION: ' . ' 

1. Current Employer: Nevv Engiand Compounding Center .' 
' 2. : Address: . 697 Waved/ S.t Framingharn, Ma 01702 

- ■ 3. Telephone Number: ' (508) 820 0606 ' ' • • ■ • ■ 

E. ' COMPLAINT HISTORY: ' ■ 

Companion Complaints; Gist docket numbers, allegations, status, and disposition) ' . 
Drug Store Prior History and outcome: . . 

-2002i21ids036 - Board compfaint - allegations: unprofessfonal conduct (JCE) pending board decision - 

?d032026ds060 - Consumer complaint - (Marsh) a{fegauons: failure to adhere to standards of practice " 
(JCE) - pending board decision 4/1/03 .. . ' iJ,dLUCe 



MDPH-Dfvision of .Health Professions Licensure 
INVESTIGATION REPORT - ; 
•.Page 3 of 10" ' 



licensee Name; 



Docket' No, 



New England Compounding Center ' 
' . And ' 
Barry Cadden 

Pharmacist Cadden" odor history and outcome; 



PH 03 066 



I9990330ph065- - Board complaint: allegations: violation of CMfl 247 section 9.01(3) (JDC) Informal * 
••• *. v *. Re P rIm ^ nd ^ 5Ue f fer supplying -prescriptions blanks to practitioners, dismissed 12/1/0/99 • 

200£miph042 - Board complaint - allegations: unprofessional conduct, (JCE) Spending board decision; 

26030226ph070 - Consumer complaint - (Marsh) allegations: failure to adhere to standards of practice - 
(JCE) pending board decision", 4/11/03 * ' ■ . 

- PSndfng/Kelated Complaints: (list docket nurnbeFs, allegations, status, and disposition) • ' 
See above as -stated ' ■ " 

Criminal Offender Records Information Check (CORI) been performed? □ Yes ■ ywo ' 
Include certified copies of 'judgments . .' • ' ...... . 

SECTION H; Interviews, Complainant Info & Index of Materiafs/Documenfes 
A. INTERVIEWS CONDUCTED: List below and indude fabe[ed interview notes in case-fife 



'.Individuals Interviewed 
(name/title) - ' 


;When/VVnere? 
(dates/time of 
'day) • . 


Type Interview 
(in-person/ph'one) 


■ Contact Information 
(phone, address, 
business) 






• • ' J • — - 


2. 








3, 








4, 








5. 









B, WITNESSES NOT AVAILABLE- FOR INTERVIEW Document attempts in case fife * 



Individuals 


Contact Information 
(phone r address, business) 


Attempts) to contact 
(dates, times) ' ■ ' 


1. 

2. • 






3, 







MDPH-Djvislon of Health Professions Licensure 
' INVESTIGATION REPORT • 
. ' Page 4 of '10 



licensee Name: ' 



Docket No, 



New England Compounding Center 



>any Ca 



DS 03.055 
PH 03 066 



C. - COMPLAINANT INFORMATION : . 
A.- NAME OF COMPLAINANT; 
■ ' .B,.- ADDRESS; 

G.- PHONE NO;.(617) 727 9953 



Mass. Board of Registration fn Phannacy ' 
239 Causeway St Suite 500 - Boston, MA 
CELL PHONE: ( n/a) • " • 



* D * INDEX OF MATERIALS/DOCOMENTS i Label documents/materials as noted below fn order 
of presentation in the file - • ' . ' ■ 



ITEM A: Complaint ■ . ■' 
■ ITEM C; Complaint history 

ITEM £; NECC response io allegations * . 
ITEM G; NECC P&P Procedures - 
. ITEM li. FPA letter to Board ' 

SECTION III; Investigation Summary 



ITEM B; Record of standing * • 
-ITEM.D; List of Concerns/ DHHS/FDA 
ITEM F: Air 'Analysis 
ITEM H; NECC response to FDA . * ' 
ITEM J: Copy of 2/20/2004 Compliance 
Inspection.' • • . ' ■ 



A; . Allegation of Complaint : give nature code and summarise the*.* legations: * v 

Complaints as referenced fn docket numbers DS 03-055 and PH 03 066 were filed faythe Mass; 
Board- of Registration against New 'England Compounding Center, and Barry Cadden-, Manager of 
record for trie facility/ based on the ; failure to adhere to standards of practice for compounding. - , 
prescriptions. Specifically, the pharmacy and pharmacist engaged in unprofessionaKconduct as' ' 
■exhibited by; failing to follow guidelines, sterility procedures, record keeping requirements, batch 
. ■ , records, failing to provide certificates of analysis, proof of sterility testing; Endoioxin.test results, 
■batch numbers and prescriptions upop request, ' ' ■■ '/ 

B, Setting Where Alleged Incident /Con duct Occurred: - 



1, Facility or Business Type; 
. •' Name: 

Address; 

phone No: ' 

Contact Person; • • 
' .' Contact's Titie', ■ ' • 



Pharmacy -Compounding" Pharmacy 
New England Compounding Center 
697 Waverly St, Framingbam, Ma 01702 
50S 820 0606 ■ ■ . 
Barry Cadden . 
Manager of Record "■ 



MDPH-DMsfon of Health Professions licensure 

INVESTIGATION REPORT .... 
' • _ Page -5 of 10 - • 

Licensee Warner • ' ■ Docket No. 



New Hngland Compounding Center . • ' DS 03 055 

And ' - 
■Barry Ca.dden' - .• •.. ■ PH OS 066 ■ 

2. Licensee's Supervisor (if applicable give name); hot applicable ■■ ■ 

•Phone No: - ' • N'/A 

C. Attorney: of Record • ■ ... . - 

1. Name- of Attorney: ' .... 
.-. Attorney John Tanikln . 6179642501" 

Attorney Jeff Gibfas - . '-' 202" ; 737- : '42§§' L ' ' ' ' «.■.•- 

Attorney Raul:arel • - ' ■ 617,371 1025 

Hyman, Phelps, McNamara ' • '< 202 737 5600 ■ ' : , - 

For FDA concerns: ' . " . 

• Attorney Douglas- BFarquhar . 202 737S600 . ■ :\ ' 

■ *- 2, Name of Firm: •' " ■ . ^ . ■ 

3, Address; 

■'4. PhorjeNos, . , . 

• D. Answer of Respondent (summarize licensee's response to allegations): 

■ i licensee denied .the allegations andjias submitted copies of policy and procedures along with . " 
corrective measures. ' ■ , ' 

: Investigator's Activities and Findings : ' ■ ■ . - 

Describe in narrative format - who, what, where, when, and why and iridude-citation's to Jaws and 
regulations when applicable to the case, " • " . 

Trie Mass. Board of Registration in Pharmacy has filed a complaint against Mew England Compounding Center 
(NECC) and" Barry Cadden, Manager of record; as it relates to the standards and procedures,, sterility, record 
keeping, certificates of analysis,: sterility' testing, Endotoxin test results, compound formulations, and batch 
records" for product compounded as such; recoroVcbuid riot be produced and matched up to dispensed' 
prescriptions. , . • •' ■ ■ . ■■ 



■Based on a confidential report submitted on a Med. Watch form to the District Office of .the Food and Prug 




medication was administered to patients). It Is alleged that the pau'ent(s) had an adverse event after the 
administration of this compounded drug. In both instances the drug was prepared by New- England 
Compounding .Center, . 

During the compounding and preparation process at NECC lot numbers were assigned to the-product Mr. - ' 
Cadden could not produce an accountability of the product compounded. The FDA was concerned regarding a 
'specific date the Batch of Betamethasone Repository 6mg/ml was compounded. The error was first reported in . 
March 2002. The unnamed facility conducted sterility and Endotoxin tests on the product prepared by NECC, 
die results indicated a positive'test for Endotoxin. . - 



. ■ . ■• • M£>PH-D?visfon of Health Professions licensure '* 

• '• INVESTIGATION REPORT • ' 

" ' • - . Page 6 of 10 " 

Licensee Name: . . • . '.Docket No, . 

- New England Compounding Center . • • DS 03 055 

• And . ; . . - 

. BarryCadden " ' - PH 03 066 

Mr. Ca.dden explained that at the time or preparation, lot numbers were assigned to each patient however 




IS 



^m^tesofamly^ndotoydn test results, sterility test results, procedures on aseptic techniques or records 
indicating training of staff was provided. *#.;'&M0<$ : . • . . tl ■ . - 



' ^3? asE 2f describe his compounding process for-the Betamethasone Repository Injection 6mg /mi '-Mr • 
hG u ^-? pd T CarboxymethyfceHulose/as an suspending agent . After the suspend ng agent 
was added the product was placed in the IV hood located in the IV room to cool for-upto 4 hours A sarnof " ■ 
taken and sent to the test lab (Analytic Research Lab 84Q Research Parkway, #546 Oklahoma oWokfahoma : 
73104.) I esting may cake up lo seven days, and during this time the product remained in the-hood capped with 

Mr. Cadden also stated the medication was being administered Via the eplcfaraf route, a non-approved route of ■ 
administration. In response to this incident; NECC changed the suspending agent to.PoIyglycol. ■ '■ 

CORR£CrivE MEASURES ; • '■ . ' . • ■ ■ ■ . ■ 

2? ^"S^ 2003 ' M !'- cadae n responded to the allegations with corrective measures in tebruary 2003 statino 
that he hired a consultant to develop" policy and procedures. '(Mr. Eric Brennan). All technicians are now 
certified and registered with the Board of Pharmacy. 'All. staff receives training from Pharmacy COmpoundina ' ■ 
Center of America (PCCft) in Texas after six month of employment ' In addition: " ' . iU »|y 
• 1) Ail chemicals purchased are in date; beyond use dates are Inducted on each formulation Ail 
. " products .are ordered rromFDA registered .facilities. ' - ' ■ 

. .2) PCCA provides formulations for compounding. •■ • ■ ■ : 

3) -.Certificate of analysis for all chemicals'- are now kept On site. 
. ,"4) Analytical tests "results are obtained and kept on sice. • * ■ • 

5) .Log sheets are current and up to -date reflecting product name, active ingredients, expiration dates' 
' T f ""^/P^™^ fot numbers, name of patient, and Rx number.- Expected yield ' 
will be Included on ail log sheets for each- compounded product All prescriptions can be traced 
. baoc to a.Iot number thus enabling the pharmacist to trace product in the event of an adverse 
event or recall, . • • . • . \ ,w . 

" 6} Policy, and procedures are on site and employees read and sign a statement of understanding ' 
■ • 7) Random samples are routinely collected and sent to an independent iab for sterility, and Endotoxin ' 
- {pyrogenicity) testing, Remainder lots are placed in a quarantine area i.e.; refrigerator if needed 
pending test results. Products of same lot am not re-tested in future. Samples are collected and ' 
■ microDiai rests are completed to ensure the products are sterile, Each bulk Jot of steriie end 



. products must be tested for sterile Endotoxin, and fangargroW by an independent lab 
3) N£CC has implemented an aseptic process validation protocol similar to USP <- V? 

"(tec r sop7.2o) } - . ". ,■ •■ " • 

9) When product becomes outdated, it is placed in a designated area until it can be destroyed 

10) NECC has-obtained the services of a DEA reverse distributor. . •' 



MDFH-Divisjon of .-Health Professions Licensure' 
INVESTIGATION REPORT ' 
■ ' Page 7 of 10. ' . 

licensee Name.- • • ■ Docket No, 



11) NECC dispenses and prepares products for compounding pursuant to a vajid patjerit prescription- 
*. obtained from a prescriber, and reduced to writing on an approved prescription blank, - ■ 
. 12) In January 2003 NECC changed to a' Class 10 Mfcroenvfronment for preparation of ai! sterile 
. products./ fojectabtes. Autoclaves are used to sterilize products and 'viate! : • 

13) NECC did conduct the recall requested by the FDA both in writing and by means of telephone 
communication on 2/14/03; " . ' • • , ■ ' • 

14) Sterilized vials are purchased from an outside vendor. Rubber stoppers are rinsed' in sterile water to 
. remove particulate matterand then autodaved according'to SOP. .' 

15) SOP for weighing balances has been developed and printouts, are attached to log sheets. ' . 
-16) Formulationjogs include examination of end product for closure; integrity, color, clarity, and 

. ' presence ofvfsjble foreign particles. :* ' " " • " 
17) Docurrieil^uon of calibrations oY.a"-Baxa Repeater Pump and maintenance of all tneasMri&^i'' ' 

equipmentis now located to SOP and- are- in effect 
■18-) SOP's-are in place for sterife"and nonTsterife compounded product ' - * . : '- 
19) SOP r s are in place for complaints and for 'tracking of complaints. ' ' 
20.) All USP and NF guidelines are-followed. - *'-' '- ■ * 

21) NECC uses WASP'S Mode} Ruies, adheres to OMR 247, FDA 79S (noh- sterile products), i206/797 ; ' 
(sterile producis)-and Chapter 46G.200,: ' - 

.Describe ddcum'entation/facls that support allegations: 

In April, 2002, the Board had the following concerns";-' . ' ' ' : ' • . , : . ' 

1) Pharmao/ continues to reduce to writing orders on-bulk purchase 'order forms andmot on ' 
approved prescription falanfs. An issue previously addressed with' Mr. Cadden. 

2) ' Batch logs are not initialed or signed by technicians preparing the compound. ' ' • 

. ' 3); Expiration dates are not current on the batch logs. (Mr. Cadden stated that the . '• ' • 

'. _ expirations- dates upon receipt of the product were entered "into the -computer however, 
• ' th'ey were not updated Upoh filling of the prescriptions.) . i . / 

4) . On some occasions wholesalers would not furnish certificate of analysis. ' . 

- 5) ' Calculations performed by technicians were not documented on the p'reScripEJon.'and no ' 

pharmadst verification documentation' to ensure the calculations were accurate. ' ' 
. 6) Prescriptions are not filed In a'timely manner. . 

7) Perpetual inventory for control substances schedule H performed every 30 days.- " 
_ ; 8) Copies of DEA Licenses-are not kept at the pharmacy, but at the licensee's home. ' ; 
-9) Copies of CMR 247 not on location, biennial' Inventory riot available for review, 
technicians Were not wearing name badges. '.• . 

- -10) Pharmacy did not have a reverse distributor for recalled .and / or out of.da.te product 

1-1) Pharmacy had no written documentation that technicians review technician rules and ' r 
regulations as they relate to CMPx 247, or, any facility policy and procedure as they- relate - ' 
• ' to compounding, or registration exams, . 

In October, 2002, Board had the following concerns: FDA investigators informed the Mass. Board of 
Pharmacy that a second- Incident involving NECC occurred. The compounded product was identified as 
Methyprednisolone Acetate. . _ 



MDFH-Di'vfsloij of Heaffch Professions' Licensure 
... ... IW/BSJtGATXOH REPORT ■ 

'.*,■" " . .. ; Page'8 of 10 • * \ 

Licensee Name; . ■ . . ; Docket No, 



Hew tnglmd' Compounding Center .- ' 0SO3O55 

' ■ . Arid 
-Baity Cadden v * PH 03 066 

In February, 2003/ the Board had the' following concerns: _ . - . 

, : . 1) Batch logs^re n.ot inioaied or sighed by technicians preparing the compound 

. 2) BcpfrabWdates are not current on the batch fogs'. (Mr. Gadden stated that the bfcfration - 
dates upon jeeeipt orrhe.produd: were entered into the computer however, they were / 
• - not updated when filling of the prescriptions.) * - • . - 
! .3) Ori some pccasfonawhofesafers would notfumjsh*cernf7ca.te of analysis, sterility testing^ 

, Endotoxin testrejults; and .batco.nurnbers, and correspo^Dd^gipmscnptfons coufd ; no,fc ; be ... : 
: r . ' provided, .- • . . . ". ~. , ' 

• ■ 4) Prescriptions are-not tiled-En a timely manner, . • - - ' ', . ' . , 

. _ 5) -Perpetual inventory Tor control sdbsfa'nces schedule IT is performed every 30 days: . 

Descrl.be any information teamed or submitted that does not support the- attentions; 

Food and Drug Administration Investigators agreed thai! New England Compounding was not manufacturing- 
any product . . ; • . 

Describe any information requested and not received:. • : . ■ 

All documentation requested -from Mr. Gadden as part of this JnvestigajJon has been provided. - : '" - • * 

Describe any exhibits not in casaTiFe.Cra'dtogra'phsy tapes, etc.). Describe location and with whom 
N/A ■ • ; .' 

List other state/federal or municipal agencies involved-or also Investigating this case and 
include contact information Qtanie,- address, tefephone no.) • - 

Food' and Drug-Administration 7*$toneharrv_M'A WBMW3$$)f 'f^Stt^?M$- investigator, iHH ■ ' 
ll|§lBlli| compliance office?, |g|QQ^| compliance officer/ pharmacist. ~ . ' '' . 

F< In your opinion should- case go to Medical .Error Triage? □ Yes xQNo • • 

. . Explain; . . .• . •' • 

G. Summary'of alleged violations of regulation/statutes: 

CMR 247 9.01 -(3)- prescription pads ' • *. 

OMR 247 9.01 (14) - perpetual Inventory • ' 

CMR 105 721.032 - prescription* blanks ' * ■ • ' ■ - . " " * ' 

U5P and ASHP guidelines " - f / y ■ , . 

INVHSTXGATOR SIGNATURE / Lf^^ ^{TlM ^( ,' DATE ' ^ ^ ' 

SUPERVISOR SIGNATUR E ' Rl*CtU. . - * p^rfe ^/V/W 
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Licensee Nsriie^. 



'■ Docket No. 



New- England Compounding Center 
• Arid ' . 



DS 03 055 
PH03Q66 



STAFF RECOMMENDATION: Pre-Bosrd Staff Review Date; 



Dismissal 

Dismissal without prejudice" 

Dismissal with prejudice 

1 ■ ** ' Na'.VMation ' * '' J . 

• Lack of Sufficient Evidence 
Advisory Letter 



Continuing Education 
■' Offer Voluntary Surrender 



•XX Formal Reprimand 
Censure 
' Summary Suspension . 
'» '^ : :^^ehsjonterm:' "■- "•• : 

. Probation term;' ■ 

, Stayed Probation term:- 

Revocation term: 

Non-discipHnary Agreement. 



•/''(Si- 



Notes; " . ' ' ' ■ 

Based on this pharmacy's history" as .it relates to prior .concerns of the Board agents since 1999,. itjs this investigator's 
opinion 'that a fbrfrial reprimand should be issued*. At this .time February 20,2004-a re-inspection of; the' pharmacy - ' • 
indicated that the corrective measures are- in place and have been followed through as stated in Mr.'Cadden's response- 
the. Board. • •• 1 ' . 

BOARD'S Decision /Recommendation; Board Meeting Date: - . - . 



Dismissal ■ 

Dismissal without prejudice 

■ Dismissal With prejudice 
No Violation 

• ' Lack: of Sufficient Evidence 

'Advisory Letter 

Continuing Education 

Offer Voluntary Surrender 



..Formal Reprimand 
Censure 

Summary Suspension 
Suspension term; 

"Probation terms 
Stayed Probation term: 
Revocation term; 



Notes: 



1 
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Licensee Nam's? . ; Docket No* 



■ Votes: 



. DISPOSITION OF CASE: • ' . 

. .. Refer to Board Counsel . . Date; . . .' ' ■ ■ ' 

' ' ■ ' < -^Refer to Prosecution Q a te^<' >: ^^- ' "• • .' .'■ ,- .l,,. ^ 

Other • . • ■ ' 



September 21, 2004 - Mass. Bd. Meeting Minutes; Includes 
Unanimous Vote to Seek a 3-Year Public Probation with 
Inspections (Dockets DS-03-055/PH-03-066), and to Issue 
Three Advisory Letters (Dockets DS-03-036/PH-03-042; DS- 
04-062/PH-04-061; and DS-03-060/PH-03-070). 



BO ARD OF REGISTRATION IN PHARMACY 
PHAR^IACY BOARD FETING MINUTES: - 

TUESDAY, SEPTEMBERS, 2004 
• 239 CAUSEWAY STREET, ROOM _ 
BOSTON, MASSACHUSETTS 02114 

.^toWB^^ CarolynRdd, 
Administrative Assistant 

1. 8:30 a.m. to 10:45 a.m.- New Board Member Orientation 

2. 10:45 a.m. Call To Order - Karen Ryle, Secy, 

3. 10:45 a.m,ll :00 a.m.- Pending Legal -Susan Manning, Counsel 

jnjheMatt^^ 
••Recused: Cayer (exited room) 

r^vd reviewed Proposed Final Decision and Order by Default, 
EtoSa'o % Prosed decision and issue Final Deciston and 
. aderrevoMnglrcensephar-macistlicense. Second/Ryle. 
Vote: Unanimous in favor. ■ . ' 

ljlMm ^^ PH-PT-04-017 

Board reviewed Proposed Final Decision and Order by Default, 
Motw W to adopt proposed decision and issue Fural Decision and 

Vote: Unanimous in favor. 

SSs^T^ (Docket Nos. PH-03-006, 

RH-02-022 and PH-03-026). 



Board reviewed/discussed licensee's proposal for settlement of pendinf 
matos Sotion/Cayer to deny request for proposed settlement terns, 
Second/Sparr. Vote: Unanimous m favor. • 

4 October 04 meeting dates: Motion/Sparr to change meeting from . . 
■ Sober 5 to October 12. Second/Ryle. Vote: Unammous m favor. 

<; n-00 am -11:05 a.m.- Review of Minutes. 

MotioSerman to accept July 13, 2004 minutes. Second/Gayer. 

Vote: Unanimous in favor. 
■ Motion/Sparr to accept August 10, 2004 minutes. Second/Gouveia. . 
- Vote: "Unanimous in favor. 



6. 



Lie. No. 21 109. 

Complaint alleged failure to file controlled substance loss reports in a 
timely manner. 

CEs: compliant 

Present: Registrant 

•David Losier, Esq. 

Registrant stated that in April 2002, after becoming aware of drug 
f g «Tthe T ee location he conducted an investigation (including 
SiijJ£») of facility and spoke with the.Manager 
S Sco d im he had been acquainted with for a long time). When 
SS£«f R-ord admitted to an addiction Regis rant tenumated 
Ms enjoyment. Registant acknowledged he, should have 

reported the losses to authorities.. Regarding the 
"pi Seld location, m October 2002, he became aware of strength 
lanPteingmadetoprescriptions. Registrant stated he did ai, 
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internal investigation; terminated an employee;' and reported the matter- 
to the police. • 
Motion/Span- to take matter under advisement. Second/Crouveia. 

Vote: Unanimous in favor. . - : 

MotiouZPasedis to issue and Advisory Letter with Registrant to 
temiinate tenure as Manager of Record for one year. - Second/Gouveia. 
Oppose: Sparr, Accetta. Motion earned. ■ . . 

7. 12:00 p.m. to 1:15 p.m. : -Lunch 

8. NABP Fall Conference - Pasedis and Ryle are interested in attending. 

9 1*15 p rn. to 1:45 p.m. - Complaint Review 

Leslie Doyle, Healthcare Investigator 

■ m the matter of Barry Cadden, R.Ph. (Lie, No ; 21239) and New 
England Compounding Center (Lie. No". 2848), 697 Waverly St., 
^S^^-(pS^^ PH^066; DS 03-055; PH 03-070; 
S^S©£mW SA-PH-04-161 and DS-03-036 and PH 03- 

042) ■ 

Recused - Pasedis (exited room) 

PH 03-066/DS 03-055: Motion/Spaix to issue Advisory Letter stating 
.form is non-compliant and may not be used. Second/Cayer. Unanimous 

■ PH%°070/DS-03-060: Motion/Cayer to issue Advisory Letter stating 
teniiinology to be used must .comply with 247 CMR. Second/Sparr. 
Unanimous in favor. ■ ■ . 

DS-04-062/SA-PH-04-061 Motion/Cayer to issue Advisoiy Letter 
stating marketing practices are nonconforming arid must cease stating 
the "for use" in advertisements. Second/Berman. Unanimous in favor. 
DS-03-036/PH-03-042 -Adverse Event Report. 
Motion/Span- to seek Reprimand and three year probationary .status 
' ■ with periodic inspections, two CEs In Medical Error Prevention and 
' USP ■ must track all adverse event reports to be reviewed by the Board 
and may result in additional action. Second/Budish. Vote: Unanimous 

in favor. 

10. 1:45 p.m. to 2:15 p.m. Investigative Conference 
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October 4, 2004 ' - Letter from Mass, Bd. Offering Consent 
Decree Imposing Probation To Resolve 
Dockets DS-03-055/PH-03-066 




The Commonwealth of Massachusetts" 

Executive-Office of Health and Human Services 

Department of Public Health 
250 Washington Street Boston, MA 02108-4619 ' 




• MITT ROMNEY" 
GOVERNOR 



■ ■ Board of Registration In. Pharmacy 1 
. . 239 Causeway Street, 5^ Floor 
■ Boston, MA 02114 



RONALD PRESTON 
' SECRETARY 



CHRISTINE C, FERGUSON 
COMMISSIONER 



October 04,2004 



Barry"JcCaddeii,RPh. ■ 



Manager of Record- ■ - . ■ . 

rlewPmgland Compomidmg Center ' , • • . 

■ 697 Waverly Street ' 

Frarrrmgham, MA 0x702 . ■ . •■ *.'.,' 

RE; docket Kimber DS-03-055/PH-03-0667 Hew England Compounding Ceiiter (lie: No. ' 
2848) and Barry Cadden,R.Ph., License No. 21239- ' ' 

Dear Mr. Cadden: _ ' . • : 

The Bo ard has voted, to resolve the above-referenced case by offering you a consenfagceement 
to resolve issues related to the above-referenced matter. 

Please be advised that if you choose not to enter into the Agreement, the Board -will proceed to a 
formal bearing, pursuant to OX. c. 30A. • 

Please return both copies of the Agreement to the.Board at your earliest convenience but no later 
than.-witnin" ten (10) days of their" receipt The Bo ard will then sign them- and an executed copy. . 
wilt be returned to. you. *. "... ' ■ . • 

Please contact Associate Director James D. Coffey at 617-727-6095 if you have any questions 



regarding this matter. 




Sincerely, 



Executive Director v ■ 

Board of Registration In Pharmacy 



• Enc. ' ■ ' • 

By Certified- Mail 7003 10100003 3509 7959 



COMMONWEALTH; OF MASSACHUSETTS 



BOARD OFRBCaSTRATTON 
IN PHARMACY 



DOCKET NOS. BS-03-055 , 
?H-03-06"5 ■ • 



CONSENT AGREEMENT .. - 

TheBoard of Registrar - 
COMPOCNBMG CENTER (Phatiftacy iegistr'atioii.No. 2848), located at. 697 Waverly Road, 
. in Franiingham, Maskchusetts (Registrant"), and iBARRY J: CAMDEN, RPk ('Licensee") 
Pfiarrfiacist License No. 21239 'and Manager-of Record of Registrant, do hereby stipulate and 
agree that the following information snail be entered into, and become a permanent part of the file 
of Registrant wMcMs'mamfeiried by the Board: ' , 

1. Tthe parties enter into this Consent Agreement ("Agreement") to resolve' disputed matters 
arising out of the complaints pending' against Registrant and licensee, respectively as .• * 

. Docket\Nos.DS-03^ • • 

2. Hie Registrant agrees that this Agreement has been entered into as a result of an adverse: ■ 

. event complaint report investigated by the U.S.'Epod aud£>rug Administration alleging that . 

. Registrant, while the Licensee was Manager of Record, failed to comply with' accepted . ' 
standards in compounding a certain order for metSrypredWsolGne acetate preservative free 
80mg/ml "suspension ' • 

3. Accordingly, the Registrant agrees to the following: 

a.. The conduct described in Paragraph 2. above constitutes professional misconduct 
wanantkg disciplinary action by the Board pursuantto G&. c. 112, § 6Tand247 



SUFFOLK COUNTY 



) 

lh the Matter .of ) 

rffiW ENGLAND ' .. ' ) 

COMPOUNDING CENTER ) 

Re^stratiGnNo. 2848 ■ • . ) 

BARRY L CADDEN, R.Ph. ) 

License No. 21239 ' ) 



GMR.9.010);- ' - . _ ■ • - . 

.by ' "-Tfo Registrants 

■■Registrant's pharmacy registration and Licensee's pharmacist license are hereby 
*■■■■_ • pl^oaprobatiottforaiiimrm^ . 

Period"), commencing on the date this Consent Agreements executed by the 
' j3oard;and . 

c. ' The Ke^trant and licensee agrees that. diirmg the Probatior^ Period: - - . 

1) . Repstranfsmana^^ 

■ ' . written policies and procedures to provide, for and insure that USP Guidelines 
are Mowed andthe Registrant performs in accordence wrth USP Gvridermes 
• \ and247CMR;. ■ 

2) Registrant's manager of record shall be required to update standard operating 
procedures on a quarterly b asis • ".'*''' 

. 3) Re^istraritmaybeinspectedbythe Board; • ... 

. 4). Registrant will keep awrittenrep'ortofeachadyerseeYentreportedandmafce 
• such reports -available for review by the Board upon request during' " 
■- inspections; ' . ' ■ 

5) Registrant will provide anafter business hours telephone number for- 
; consumeruse and have written protocols for after business services; and 

4. . Registrant and Licensee acknowledge that the Registrant and Licensee must apply in writing 
to the Board for ternxrnatfon of the Probationary Period and that tenmnafion of the 
Probationary Period shall be- granted only if-all of the conditions set forth ab.dvo id Paragraph 
3.c. have been met The Board may request a conference to discuss the merits of such request. 

■5, This Agreement and its contents shall be incorporated Mo the record 

Board. This Agreement and is contents'are matters of ptibhc record, and are subject to 
disclosure without lirrdfation to. thepnbHc andeqmvalentstatehcensingboards. t ' " 

■7> .TheBoardagreesftatmreta f^ s 
Agreement bythe Registrant and Licensee, the Board will not advance the prosecution of the " 
Registrant 'and Licensee pursuant to the Complaint; any and all other righfe ofthe Board to - 
take action within tabseope-cf its aumority are expressly reserved. 

8. TheRegistrant and Licensee understand and agree that'the failure to accept the terms of this 

. Agreement shall- nullify the representations contained herein, and permit the Board to initiate 
formal adjudicatory action under the State Adrrrmistxativa Procedure Act, G.L, c. 30A 3 and 
the Standard Adjudicatory Rules of Practice and Procedure, 801 CMR l.OOet. seq. 

9. TheRegistrant and Licensee understand and agree that the decision to enter mto this 
.Agreement and to accept the terms and conditions herein described is a final act and is not- 

, ' subject to recdnsideratioa or judicial review. • : / 



1 0. The Registrant and. licensee state legal counsel has been consulted in connection with the ■ 
decisionto enter into 'this Agreement and if-not, that there was an opportunity to do so. 

11. The Registrant and Licensee certify.tMs document 'entitled "Consent Agreement 5 ' has been 
read. The Registrant and licensee understand that, by executing this Agreement, the 
Registrant and Licensee are waiving any right to a formal hearing with rights to confront and 
cross-examine witnesses, to call witnesses, to present evidence, to testify on its own behalf; 
to contest the allegations, to present oral argument, to appeal-to court in the event of an 

■ adverse ruling, and all other rights set forth in GX. c. 30A-and801 GMRl.0'1 etseq. ' 

CO^OTlr^ING CENTER 

' . . . . By;- . ' 

• . . ' . Barry J. Cadden,R.PL 

Director of Pharmacy 

Date: ' ■ ' 



Barry J. Cadden^RPh. 
Manager of Record. 
Pate : . 

BOARD 03? REGCSTRATEON 
INPBAjRMACY ' 



B y ■ ' . 

lames T.DeVita;RPh. 
President 



Effective Date: 



BpardDec.Ko, • 

Cert Mail No, 7003 1010 0003 3509 7959 



November 11, 2004 Letter From NECC Asking Mass. Bd. to 
Reconsider Proposed Disciplinary Action 
(Dockets DS-03-055/PH-03-066) 



600 Atlantic Avenua 

Boston, Massachusetts 02210-2211 



Dwyer&CpIfora^LLP . . T*w™m*n-i«>o 



Fax (61 7)371-1037 



Paul a CireJ 

(517)371-1025 

November 11,2004 . 



Susan Manning, Esq, ' ■ »■ . 

TheComraonwealfliofMaggac&isetts ' ' ' 

Board of Registration & Pharmacy. • 
:239 Causeway Street ' 

Boston, MA 02114 . ; ' 

;, . Re: DocktfNuuiffifcS-O^ 

Cmter&ic. No, 2848) andJSarry.Cadden; R.Pk License No. 21239 

Bear Ms. MsnnW . " .' * 



Werner ( mCC X am vmtmg to respond to Mr. Young's October 4 2004 letter 
regar^aeabov^ip^cedniafleis. Xoankyonforthe courfesyof extendkgtbe 
. tuae for this reply. ■ ■ - . - 

. . ■ As youmay be.aware, NBCC isaow tfceosed m.44 states, and to appHcatzons 

■ pentog-in 2 others. presume speaks volumes to the^t? byproducts, and tons' 
reputation. More significantly, itssuccess ^passing tne due diligence inquires and 
inspections that are attendants &o g& Ecenses is a^estanentto-boui-KECC's and Mi" ' 
Cadden's commitment to quality assurance audre^atory^ . " 

^acbngwxtlLanational expert in Aseptic Compounding (Eric Brennan) ia2Q02, 
NECC ha^implemented policies and procedur^ that address - and in some instances . 

5 6 Pr ° PO s Sed ? robatKmar y conditions inparagrapri S.c/of Mr. Young's letter, 
•¥/itnMr.Brerman'sguidanc^ ; K^CCa]readylias:- • ' ' 

. " . • Conducted an independent review and evaluation of fe sterile * 
compounding practices ' 




Susan 'Manning, Esq. 
' November U, 2004 _ 
Page2 . 



■ . ' ■ * _ Developed a comprehensive set of sterile products impounding standard 
• - operatingproceduxes. " ... 

• • Implemented a comprehensive quality management program that includes-: 

- Sterile products specifications. 

. . - Sfefi; raciEries, and process controls. 

-Aseptic process .valiclation.- 
• ■ -Ongomgenvkoinnental^ 

- Batch quality control-release ies%g teinclndes pfE, 
absence of visible foreign particulates, closure integrity, ' 

- ■ sterility and endotoxin. . ■ . ' . 

■ • ". -;Fr^eri-morntoringofo^contentpptency; 

,■• * Implemented a formal compIamtn;anagement/correqfive and preventive 

action (CAPA) program. ■ '. 

. * BstabHsMUSP<797>gap^analysis and standards/ 

■madditxon, mCC has recently formalised a ^Quality Assurance Team" : wMchmcludes " 
the director of pharmacy, the-head technician, ksteole technician, Ore general manager 
andthernaiiceringmanager. ThoT-tamm^tsmomlk^^sUm^ssiojiof . • 
elnrnnating pharmacy error. Finally, following, tip suggestion hVMr. Young's letter (at • 
-paragraph 3.C.5), NECC has formalized an after Business hours protocol-to insure 24/7 
consumer access. NBCC's corrmntment to ah-fe • 
the Board, which has inspccted.the facility three times since last February (twice with a' 
representative from the FDA): ' ' ■ ' • ' *■ " ■ 



Febraary20,'2004 
September 23, 2004 



September 28, 2004 



MA.-Board of Registration in Pharmacy " . ' 
Ms, -%gsS& E>oyie and Mr. James. Emery 

• KfA Hoard, of Registrafi6n mPf^annacy 
Mr. James Emery and Mr. Leon McKenna 
^snd . •• • 

FDA-| 

MA Board of Registration in Pharmacy 
Mr. lames Emery and Mr., Leon McKenna 
and 



. AH of these inspections have been -without incident 

While I think it &ir to say' that the product of NECC's interaction with&e Board 
7 23 ^^ed sbove- is a success story, such would not be fire case iffceiesoMoa 
v/ere to pelade a^I^samW 



Susan Manning, Esq. 
November 2004 
Page 3 



letter), The coUateral conseqt^^ . 

. would bepotentiaiiy fatal to the business. 2 - Such a catastrophe is clearly not the intended" 
. - result oi the Board's proposed reprimand, nor is it warranted in this case. The Board's 

mandate is to protects public health safety and welfare, not to punish its licensees (see, 

e.g., Gurry v. Board of Public Acconntfng394 Mass. 118, 127-128 (1985): Levy v. Beard 
' of Registration in Medicine 378 Mass. 519, 527 (1979). : ' ' ^ ' 

Mr, Cadden and HBCC huve demonstrated their commitment to remediation, and 
are prepared to continue to do, so. 3h that regard, HECC and Mr. Cadden will agree to all * 
of the probationary terms offered in Mir. Young's letter; and will farther agree to hear the 
burden and cost of morntormg^ That result could he 

. accpmplished through a non-disciplinary resolution such as a continuance- (pending a 
. penod of monitoring) or a "stayed probation." "Whatever the vehicle Mr. Cadddh and 
NECC are ready willing and able to insure all of republic protection components'of 
•Mr. Young's proposed resolution, but respectfully request that the Board do so -without 
also imposing discipline which may destroy their business.- 

Both Mr. Cadden and 1 are available to .meet with you, Mr. Young and/or the 
Board itself to discuss resolution of this matter. We look forward to your reply - 




- '• PaniGirel 



'PC/mjc 



^IKX? fe-pRpaedte ■ e^nd^Brem^V contract to pxo'vido ongoin^moitog-on suclnnatteis « 



November 23, 2004 - Mass. Bd. Meeting Minutes; Includes 
Unanimous Vote Denying Request to Revise Consent Decree 
(Dockets DS-03-055/PH-03-066) 



BO ART) OF REGISTRATION IN PHARMACY 
PHARMACY BOARD MEETING MINUTES 
TUESDAY, NOVEMBER 23, 2004 
239 CAUSEWAY STREET, ROOM 206 
BOSTON, MASSACHUSETTS 02114 

Members Present: James DeVita; R.Ph., Pres.; Karen Ryle, R.Ph., M.S., 
Secy.; Marilyn Barron, MSW, Public Member; Joel Herman, R.Ph.; George 
Cayer, R.Ph.; William Gouveia, R.Ph., M.S., Sophia Pasedis, R.Ph., 
Pharm.D. 

Members Absent: Harold Sparr, R.Ph., M.S.; Steven Budish, Public 
Member; Donald Accetta, M,D. 

Staff Present: Charles R. Young, R.Ph., Exec. Dir.; James D. Coffey, 
R.Ph., Assoc. Dir.; Leo McKerma, R.Ph., Pharm.D., CQI Surveyor; Susan 
Manning, Board Counsel; Leslie Doyle, R.Ph., Healthcare Supervisor; 
James Emery, Healthcare Investigator; Samuel Penta, R.Ph., Healthcare . 
Investigator; Carolyn Reid, Admin, Asst. 

AGENDA ITEMS 

1. 8:30 a.m. -Call to Order -Pres. DeVita. ... 

2. 8:35 a.m. -Review of minutes from aprevious meeting -tabled. 

3 . 8 :40 a.m. "to 9: 1 5 a.m. - File Review 

Office of. Investigations: Investigators Doyle, Emery and Penta 

4. 9:15 a/m. - Report of Offices 
Legal: Board Counsel Susan Manning 

9:20 a.m. - Motion/DeVita to enter Adjudicatory Session. Second/Ryle. 
10:00 a.m. - Motion/Ryle to return to open session. Second/Cayer. 
Vote: Unanimous in favor. 

Robvn Ka plan-Callahan (Docket No, PH/PT-04-073) . 
Motion/DeVita to adopt proposed Final Decision by-Default and issue 
order revoking pharmacy technician license. Second/Gouveia. 
Vote: Unanimous in favor. 



^eeWhitfegton^^ (Dooket.No. PH-02-098/exp 12/31/02) . 
^M^M^pt proposed Final Decision and Order and issue 
order revoking right to renew license. Second/Cayer. Vote: Unanimous in 



favor. 



Albert Chow RPh. (Docket No. PH-03-093) Motion/Cayer grant Motion 
^^We^ato. Second/Herman. Vote: Unanimous m favor 
After review and discussion of Motion for Reconsideration filed by 
Licensee, Board voted to revise Final Decision and Order dated . 
November 10, 2004 and issue Final Decision and Order after 

Reconsideration by motion/Cayer. Second/Berman. Vote: Unanimous m 
favor. . 

■ Wi , w Rrmland Comnorodjng_Center, DS-03-055 

Board reviewed NECC response to proposed Consent Ap-eement 

Motion/DeVita to deny request to revise teams. Secohd/Gouveia. Vote: 

Unanimous in favor. 

5 moam-lnvejdgajiy^^ 
' in fee Matter ofBrooks Pharmacy #396, 60-62 Groton St PeppereU 

MA 01463 (Permit No. 2971) and Registrant Stefame S. Dutton, R.Ph. 

(Lie. No.- 20852) ' ' 

Conference reviewed complaint alleging that on or about May-03, 2004, 
' Registrant dispensed Chlorpropamide lOOmg tablets rather than 
Chlorpromazine lOOmg as prescribed while employed at Brooks 
Pharmacy # 396. 

Present: Complainant; Registrant; Catherine Hoover, Manager of Record; 
and Kevin Miller, Pharmacy Supervisor 

CEs: Registrant - compliant 

Registrant admitted to dispensing Chlorpropamide lOOmg instead of 
the prescribed Chlorpromazine lOOmg. stating that the medication error 
occurred due to a software problem that shortened the ending of the 
medication name (foil name of medication did not appear on the screen) 

. resulting in Chloipropambeing recorded, filled and dispensed,. On refill, 
Registrant verified the prescription information ffom the original . 
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January 11, 2006, Letter From Mass. Bd. Offering Revised 

Consent Decree 
(Dockets DS-03~055/PH-03-066 and DS-05-040) 



The Conimonwealth of Massachusetts 

Executive Office of Health and Human Services 
Department of PubliG Health 
' 239 Causeway Street, Boston, MA 021 14 



OfEce of the General Counsel ■ 
"(617)973-0865 ' 



January 1 1,2006 

CERTIFIED MAIL No. 7003 2260 0007 2582 3694 - 

Paul & Orel, Esq. . • " 

D'wyer & Cojlora, LLP 
• 600 Atlantic Avenue - . 

Boston, MA: 02210-2211 • 

RE: In the Matter of New England Compounding Center and Barry J. Cadden ' 
DocketKos. DS-03-05S, PH-03-066, DS-05.-040 ' , ' 

Dear Paul, • '* . 

The Board of Registration in Phannacy (Board) has now signed the Consent Agreement for Stayed 
Probation (Agreement) of New'Bngland Compounding Center's (NECC) Registration and Barry J.- 
Cadden* s license. NBCC and Mr. Cadden have agreed to enter into tfxe Agreement, of which an 
original is enclosed, with the Board in resolution of complaintDocfceiKos. DS-03-055, PH-03-066and 
DS-05-040. Please note carefbEy that the effective date of the Agreement is January 10, 2006, as is 
stated oa the ^^a^&^2^ot^Qjk^Qsm&lst ' ' ' 

KECC and Mr.. Gadden are required to comply with the terms of the Agreement as of the effective date. 
. It is their responsibility to ensure that the Board receives all required documentation and information by 
the due .dates specified in the Agreement,- AJ1 documents should b e sent to Karen Fishman, 
Probation Monitor, Department of Public Health, Division of Health Professions licensure, 239 
.Causeway Street, Boston, MA 02114'. Ms. Pishman should also be contacted at (617) 9734)951 
regarding any other questions you,NECC or Mr.'Cadden have regarding implementation of the 
■Agreement ' ■ ■ 

A copy of this letter and the Agreement will remain in the complaint files of the above-referenced" 
docket numbers.- . ' - . 




MITT R0MNBY 
GO VgKMOR 

KERKYHSALEY 
LIEUTENANT GOVEJIKOS 

TIMOTHY R- MUWKY 
' SECRETARY ' 

PAUL J. COTB, JR. 
COMfcSSSIOHER ; 

JEANICPONTECAS ■ 
DIRECTOR 



Thank you for your courtesy and cooperation ia this matter. 
SMcerely, . . ■ ■ • ' ■ 



/ /■* ■■ if,. )r>C^ . 

NanoyJjfelberg:: . ■ 
Prosecuting '.Counsel 



cc; Kar.en Ksbman • 



COMMOJTOSALXH OE MASSACktiSETTS 



SUFFOLK COUNTY 



'BOARD OFEEGISTRATTON 
EST PHARMACY ' 



In flie Matter of 
NEW ENGLAND 
CPMPQUKDJNC CENTER. 
.Registration No. 2848 
BARRY J. CAU&EN, R-Ph. 
License No. 21239 



) 



DocketNos,DS-03-055 
PH-03-066 
DS-05-040 



1. 



2. 



, CONSENT AGREEMENT ■ 

The Board of Reg^tration in Pharmacy ("Board") and NE"W ENQL AND 

Waveriy Road, m Framingharn, Massachusetts C&egistrahf '), and BARRY J. CABDEN -RPh 
(licensee") Pharmacist License No. 21239 and Manager of Record of Registrant' do hereby 
stipulate and agree that the following information shall be entered into and become a permanent 
part of the files of Registrant and Licensee which are .maintained by the Board: 

The parties 'enter into this Consent Agreement ("Agreement") to resolve disputed makers 
arising out of the complaints pending against Registrant aad Licensee, respectively ' as 
DoclcetNos.DS^03"055,PH-03-066andDS-05~040CCompIaints"). • 

The Registrant Licensee and the Board stipulate and agree that this Agreement is in 
settiement of corirplaihts relating to ari adverse event complaint report Evestigated by the 
United States Food and Drag Administration for methyprednisolone acetate preservative 
free 80 mg/ml suspension, and concerning the dispensing of Trypan Bine without a valid 
prescription ("t&e Complaints"). , . 

The Registrant, Licensee and the Board acknowledge that this Agreement is. a 
nondisciplinary agreement not reported to the Rational Association of State Boards of 
. Pharmacy or other outside report agencies, except that the Licensee's failure to fulfill flie 
. requirements of paragraph" 5 may result in fhe imposition of -discipline, by the Board. 

3h order to resolve these matters without further proceedings before the Board, the • 
Registrant, the Licensee, and the Board agree that on the date of the execution of this 
Agreement by the Board (Effective Bate") the Board will order that the Licensee be 
placed on Probation for a Period of One (1) Year, and.the probation order tfiU be ■ 
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Stayed for one (1) .year from the Effective D.ate of this Agreement ("the Stay). 
The Registrant and the Licensee agree as follows: 

(a) Within 45 days from the Effective Date of this Agreement, the Registrant and 
Licensee shall provide. documentation satisfactory to the Board that Board-approved 
evaluator: Pharmacy Support, lac. ("PSF or "Bvaluator at the expense of ihe 
Registrant and Licensee, has conducted an inspection of and prepared a written report 
analyzing Registrant's compounding practices and compliance with United States 
Pharmacopeia Standard 795 - Non-Sterile Compounding Procedures and USP Standard 
797 - Sterile Compounding Procedures, in accordance with 247 CMR 9.01(3)('TJSP 
Standards"), with any re-commendations for revisions to practice for compliance with . 
USP Standards ( <f the First Report"). The inspection shall include consideration of, but ■ 
not be limited to:- • . . . . 
■ ■ i. . Sterile Environmental Design ■ ' "... 

ii. Quality Assurance Program- . • 

" . iii. Media Fills (operator qualification/process validation) . 

iv. ■ Environmental Monitoring ' 
■ v. Cleaning an4 Sanitizing Program ■ ■ , : - 
• vi, Trainmg Records ' 
vii - Process Control 

viii. Equipment - ' . • " 

xx. Finished Preparation Testing 

x. Adverse Event Records ■ ■ ' 

(b) The Registrant-ana Licensee will arrange for the Evaluator to provide a copy of the 
First Report as described in Paragraph 5(a) directly to the Board within fourteen days of 
the inspection. ■ 

(c) The Registrant and Licensee will implement- all recommendations made by the ' " 
Bvaluator within 90 days of the Effective Date of this Agreement The Registrant and 
Licensee must petition and receive the approval of the Board to exempt or postpone ' 
implementation of anyparticidar.reepmmeiidatidn. ' 

(d) . 'Wifbrn six months of the Effective Date of this Agreement, the Registrant and 
Licensee shall provide documentation satisfactory to the Board that the Evaluator, 
at the expense of the Registrant and Licensee, has conducted a second inspection of 
Registxaafaad prepared a writtenreport after an analysis as described in Paragraph (5) • 
above, and further, as to whether' the recommendations made by the Evaluator in the First 
Report have been implemented ("the Second Report 5 '); 

(e) The Registrant and Licensee will arrange for' the Evaluator to provide a copy of the 
Second Report as described in Paragraph 5(d) directly to the Board within fourteen days 
of the inspection. ■ - .. • .. 

(f) The Registrant and Licensee' will update" Standard Operating Procedures on a biannual ' 



2. 



■basis. 



fe> The Registrant and lichee will keep a written report of each adverse event reported 
■ andmake suck reports available for review by the Board -upon request ni - re P orted 

if the Registrant ad Licensee successfully complete the requnements of paraph 5 
iLSre^aboaandmshcMevvdUnotbepIacedonprQbatioa 'P^ 2 ?". 

paragraph 5 the Stay will be withdrawn by the Board and the Board?order of Probation 
for a Penod or One (1) Year ('Trobation") will be imposed upon the Sant id 

CT^T^Ty ! P f t bata J™ be determinedby the Board at that time ^lly 
oetoie taeBoard,.aiid continuing education and' training. 

rtr^ if ?°1 eiltS StoU k& iiic ^ CJ *< ! too &e records maintained by the • 
Board. This Agreement and its contents are matters of publio.record, and are subject to 
disclosure without Inrnfeton to the public and-equivalent state licensing boards 



tM, 6 ^ aEr ?? » retUm;f ° r &e eXe0nti011 md feliBmmt' of the requirements of 
A ^™* ty ^ Registrant andLicensee, the Board will not advance the 




■ to Agreement sMnulhfy the representations contained herein, and P Znt &l Sto 
SOA.andtheStandardAdjndlcatoryRvJesofPracfeandPrpoednre, 8M CMRLM e f . 

The Regkfrant andLicensee understand and agree that the decision to' enter info this 
Agreement and to accept tie terms and conditions herein described isVfina"d is ' 
not subject to reconsideration or judicial review. : K 

TtrS^f 1 "? and f L ~ **** «l **■ been consulted k connection with the 
decision to enter into this Agreement and if not, that there was.an opportunity fa dTso 

The Registrant and Licensee certify this document entitled "Consent Agreement" has 
beenread Tie Registont and Licensee nnderstandthat, byexecn&g tS iLeS ft. ■' 
Registrant and Licensee are waiving any right to a formal hearing with righfe to Sri 

Ztrr^l^r 8 ' t0 ^ ^ s ^ fo ^^ e videni,^^lni^wn 
behalf to come* the allegations, to.present oral argument, to appeito cousin the evmt 
can adverse ruling, and all other rights set forthinG.L. c.SOAandSOl MR] iT 
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Director eraiarmacy 
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Barry X.CW31>L 
Manager d^^ador^ 
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April 7, 2006 - Final Report from PSI 
(Dockets DS-03-055/PH-03-066 and DS-0 5-040) 



Final Report 
USP <795>/<7§7> Implementation 
New England Compounding Center 
. . Frarrsingham, Ma 



Background 

Pharmacy Support, Inc. (PSi) has been contracted by New England 
Compounding Center (NECC) located at 697 Waveriy Road, Framingham; MA. 
to develop and implement a plan for compliance to requirements set forth inUSP 
<795> and <IQ7. The'Board Registration in Pharmacy for the commonwealth of 
Massachusetts in a consent decree memo dated January 10, 2006 named 
Pharmacy Support, fnc. as the authorized third party reviewer. The Consent - 
decree was addressed to Mr. Barry J. Cadden, R.Ph, Manager of Record of 
'Registrant • . ' . ■ 

The chronology of events is as follows: 
' • Consent decree signed and agreed upon: January 1 0, 2006 

• Audit of NECC by PSi: January 17 and 18,2006 
« Audit report issued: January 26, 2006 

* initial draff of Standard Operating Procedures sent to NECC for review 

- i_- — and commenfc-February.S-fhrough February- 16 r 2006 : - 

Phase I implementation and initial training: March 7-9, 2006 

* interim Report Issued: March 22, 2006 

« Phase li implementation and ongoing-training: March 27- 31 , 2006 

• Final Report Issue: April.7, 2006 , ' ' 

Conclusion " 

New England Compounding Center has made significant improvements over the 
past several months. They, have demonstrated the ability to be compliant with all 
state and federal regulations. The have appropriate equipment, procedures 
basic facility 'deVrgn-arid'environment controls'. The non-sterile preparations area 
is noticeably cleaner and more organized. As of the date of this report, it is the 
opinion of-ourfirm that in order for NECC to be in substantial compliance the 
follow must occur. ■ ..." 

Redesign of clean room 1 where sterile preparations are compounded ' 

(Floor, Ceiling, and HVAC) 
Proper utilization of clean room 2 with, respect to process/people flow ' 
, ' (one-way flow only) 

Removal of non-essential equipment in clean room 2. 

(microwave, dishwasher, autoclave, printers, etc) • 
Consideration for different clean room gowns and gloves or use of sterile 
sleeves over gown to assure wrists and arms' are always covered. 
Sterilizing filters used to filter sterilize preparations should .be integrity 
tested; 

. Conjidentiai ' 
NECC Rial Report- ' ■ ■ 

Apnf 7,2005 ' 



Final Report 
USP <795>/<797> Implementation 
New England Compounding Center 
Frarningham, Ma ; 

The Pharmacist In charge has committed to these enhancements and has put an 
action plan in place to assure compliance. 

PSi is satisfied with the progress to date and is confident that the remaining 
issues will be resolved in a short period of time. 

Purpose . ■ . 

' The purpose of this report is to detail the implementation process and document' 
the results. An interim report was . issued to NECC at the completion of phase 1. 
This report will summarize the overall results of phase one, but will not restate 
each issue or recommendation identified at that time. Recommendations not 
completed as identified in the audit report or the interim report will be.outlined in 
this report. Recommendations are those items' not specifically stated in the USP, 
but were recommended as good compounded practices and are supported by ' 
sound scientific judgment and are considered routine industry practice. 

Results of Implementation Plan^ - - : 

initial Audit • ' ' , . 

All compounding process elements were evaluated during the audit in January. 
•Process elements included people, equipment, environment, materials, 
■measures and methods. Critical control points for each element was considered 
from a risk perspective and reviewed accordingly. • . 

An audit report was prepared at the completion, of the audit The report was 
provided to NECC and a copy was sent to the State Board of Pharmacy. A ' 
corrective action plan was discussed. NECC was responsible for completing all 
' corrective actions. A list of recommendation was also included. PSI provided 
technical and quality support during this phase. Many of the action.jfems 
required a Standard Operating Procedure. (SOP) be written. PSI assumed the 
responsibiliiy of writing ail SOP's. The SOP's we're written as baseline' 
documents with the intention of customizing the procedures during, the next 
phase of implementation. Customization would add "how to" instructions specific 
to their.facility, equipment, environment, etc. A follow-up date for the next visit 
■was established. " 

The audit report recommended that NECC hire a professional Quality Assurance 
associate who would-deveiop" and take ownership of the quality systems. A 
quality system brings the process elements together for the common purpose of 
business, service, quality, environment, safety and efficacy. NECC has 
promoted an employee to assume this role. This employee, however, has no 

" Confidential ' - 

NECC Final Report ■ 
April 7, 2005 



Final Report 
- USP <795>/<797> Implementation 
Hew England Compounding Center 

' Frammgham.Ma 

experience in the .quality assurance' field and will require formal training to 
effectively make the process elements and control systems efficient and 
effectively make recommendations for continual. quality improvements. He will 
alsp. require forma! training in auditfng to assure the facility is maintained in a 
substantial state of regulatory compliance for local, state and federal ' 
requirements. 



Initial "Draft of Sop's . ■ 

PSi authored approximately 42 Standard Operation Procedures covering 
requirements in USP <795> and <797>. SOPs were written for the following 
.categories: ■ . 

Guidelines for Compounded Preparations 

Personnel 

.Facilities and Cleaning Procedures 

Pharmacy Practices 

Compounding Preparations 
■ Cytotoxic and/or Hazardous Drugs 
Sterilization and Depyrogenation 
Quality Assurance/Quality. Control 

All draft SOP's were forwarded to NECC for review and comment The review 
and comment phase was completed within a few weeks. SOP's for equipment * 
and supplies v/ere written during the following phase as- equipment manuals were 
provided and equipment qualification were completed. 

Implementation of SOP's and initial Training 

Several tasks were completed during pur visit in March 8, 9, and 10, 2006. 

Several training sessions were conducted. • 
Aseptic Technique ' ■ 

Basic Microbiology ■ 
USP<795><797> Requirements ." 
Good Documentation- Practices 
Out of Specification (OOS) Process 
Complaint Handling System" - 

Quality Assurance Systems/program ■ ' . ■ . 

Procedure Management 
Change Control 

Confidents! 
■ . NECC HnaT Report 

April 7, 2008 
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Glass sessions were conducted in a classroom environment utilizing power point 
presentations and handouts. En some cases, quizzes were .presented at the end 
of the session to assure a basic understanding of the concepts was obtained. 
The employee selection for attendance for each, session was at the discretion of 
the Pharmacist in Charge. All training was documented and is on file at NECC. 

All temperature controlled equipment, i.e. refrigerators, freezers, autoclaves, etc. 
were qualified using validated temperature mapping equipment The purpose of 
the qualification was^o.determineis the equipment was capable of maintaining 
temperatures and operates as expected. The results were documented in a 
report and sent as an attachment to the interim report. One freezer-(serial #) and -. 
the depryogenation oven(serial #)did'not operate as expected and new ' 
equipment was purchased. ■• - 

Viable and non-viable environmental monitoring samples for both surface and air 
were taken by PS! and sent to PSI- laboratory for analysis. The quantity and ■ - 
location of each sample was-defined in the draft SOP. Identification and 
enumeration was. performed on allsamples at PSI. Isolates identified at the 
critical locations were further Identified and documented. Results of all, sampling 
were included in the interim report. As experts in the field of microbiology, our 
interpretation of the results .was less than desirable, and we encouraged the 
facility to attend another training session for aseptic processing and to evaluate 
their cleaning procedures. - • 

All draft SOP's were in the approval routing process during this time. All 
recommended'chahges requested from NECC were considered arid changes 
were made when appropriate*. The approval routing process includes a 
requirement that each employee read and understand ihe requirements of the 
procedure. Read and Understand memos for each procedure with employees' 
signatures is on file in the Quality department. Ail 42 SOP's were approved and 
issued during this timeframe. 

Also, during, our visit a list of additional recommendations was compiled. This list 
along with observations/recommendations that were documented during the 
audit would be verified for completion during phase 11. . ■ " 



■ Confidential . 
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Interim Report 

Aninterim report was provided "to NECC on March 22, 2006. The interim report 
detailed the progress to date. In the InterinTrepbrt, it was concluded that the 
facility was not in substantial compliance with the USP requirements, and a plan 
going forward to achieve .compliance was outlined. Asindicafed above, an 
. additional list of recommendations was generated and discussed with the 
pharmacist in charge. This list was included in the interim report with plans to 
follow up during our next visit. 

Phase II implementation and on-going training . ' ' ' 

' During the week of March 27, the final phase of implementation was executed. 
Observation of asepticiechnique was observed continually during the week, with 
comments provided to the staff in real time. 

-Several of the approved SOP's were verified for compliance to the written - 

requirements included verification of proper documentation. Several additional 
.changes to procedures were required. Ten (10) change controls were initiated 
and approved during this time frame. 

In addition, equipment manuals were- now available and 1 1 more "Equipment 
arid Supplies" SOP's were authored by PSi and processed through the approval . 
routing system. All equipment was fagged with equipment numbers, LUMAC's ■ 
(Log of Use, Maintenance And Cleaning) were assigned and' implemented. 
All equipment requiring calibrations (thermometers,- etc) have been calibrated 
and . identified with the current status. A matrix of ail calibrated equipment has ■ 
been generated for managing the calibration process and assures that 
equipment remains in a current calibration state. 

The list of observations and recommendations from- the previous audit and the 
list of . recommendations attached to the interim report were verified for 
completion. At the time of this report, several items have not'been completed 
•however expected completion dates has been'assigned; - • 

Two new pieces of equipment were qualified; one (1) freezer and one (1) 
depryogenatibn oven. Cycle development was completed and loading patterns ■ 
were established for the depryogenation oven. Results of the qualifications are 
documented and are being sent under separate cover. • v 
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■ ' USP <795>/<797> Implementation 

New England Compounding Center . ' 

' . Fraftiingham, Ma • . 

Additional training was conducted in Aseptic Processing Techniques for 
employees who compound sterile preparations. Training in Good Documentation 
Practices was requested and provided to employees who compound non-sterile 
preparations. Training was conducted in the operation and maintenance of the 
^^^^^r^^^fci 0V %J" ainin 9 was provided on a continual basis fojjijp 
SlBiSSfiSgp© AsSjjplias no previous experience or formal frafnifigor. " . 
education in this 'field, it is highly recommended, that he immediately' begins 
training in this area. All training has been documented and is in the employee 
training records in the quality department 

Additional Environmental Samples' were collected to assure that cfeaning 
procedures were effective, locations of sarhpies appropriate and aseptic process 
techniques have improved. Samples were sent to PSI laboratories for analysis. 

. Sample results showed significant improvement over the samples tafcen during 
our previous-visit Results of the environmental samples are documented En a 

■report and are being sent un'der separate cover. 

One sambiejh the isolator antechamber (ISO class 7) did not meet specification 
(positive growth) during the week. The isolator was immediately taken out of 
service and an investigation was initiated. Qi>going training for performing 
investigations and root cause analysis for an OOS associated with environmental : 
monitoring was conducted with the quality manager. Additional sampling was 
recommended and a probable root cause was identified. Appropriate changes 
were immediately incorporated and a recommendation for continual monitoring ■ 
was made. PSI will be available for continual technical support during this time 
period. . • 

Follow-On : . 

As directed by the State Board of Pharmacy a follow up audit must be conducted » 
within six' (6) months of the effective date of the consent decree. Specific dates ' 
for the audit will be determined and agreed upon by the Pharmacist in charge 
and PSi. . ■ ' 

Report Prepared by: • ' 
M. Moriva 

VP Quality Operations' 
Pharmaceutical Systems, Inc. 

- gnZ^ym^*} . . ' ( . 

Cc: C. Long - Massachusetts State Board of Pharmacy ' 
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/-flTT RGMNa' 

. . GOVB^'OR- 

. . Kerry heal^y 
unrmiim governs. 

TIMOTHY R. MURPHY" ' 

■ FAULj.cp-m.jR.; 

COMMISSIONS* ■ 



The Commonwealth of Massachusetts 

Executive Office of Health and Human Sen/ices 
. ■ Department of Public-Health '• 
Division of Health Professions. Licensure. 

Board of Regtefratlon in Pharmacy 

239 Causeway Street Suite 200. 2 nd Floor 

Boston, MA 02 J 14 ' 
(800)414-0168 ■ 
fitfp;7/v/\vw.mass.gov/reg/boards/pfi 



April 12, 2006 



BanyXCadde^lLPiL- ' - 

^wmGL^^ coM?ox)immGC)mmL ' ■ 

697 Wavexly Road ' ' ' ' • 

•'Fraxoidgkam, MA' 01702 . ' . 

BY FAX and First Class Mail . . - 

Ke: Pharmacy Support, Inc. (PSQ Final Rep.oH dated April 7 ?006~ 

• ■ Con^IamtDocketNos.DS-OS^PH-OioefiandD^OS^O 
' Consent Agreement Q3££ Date: January-lO, 2006) • - 

Dear Mr. Caddor ■ ■' ; ■' 

TteBoardof^ 

■ Compo^dtng Centcr.CNECC) aid theBoard ^ecuted^resgMoa of the Sve» 

As you are aware, PSIstatos thatNECC has made significant improvements over the past 
rnon^andto^ _ 

^TheBoardcoramend^mcContheprogre3sto'date. •■■ ^ 
Your response is requested to be provided to the Board by April 26, 2005. 



Yery truly yd 




George 4. Cayer, R.Hl 
President 




cc: Paul Cke^Esq.BYEAX and First Cfess Mail" 




April 19, 2006 



ew England Compounding Center 

Customized Pharmacy Services 
697 Wavedy Stt&et, Ff amiogbam, -MA 01702- 
Teh 800.994.6322 ot 508.820,0606 ■ - 
Fax 888.820.0583 ot 508.820.1616 . 
center ■ www.aeccts.com ' mail@fieccix com 

Received •: • 

■ APR 1 1 2006 . ... 



Mr. Geotge A. Cayer, RPk, President 

H^sacknsettsBo^dofR^ttitioninPliaiiiiacy BQAHD OF ■ . • 

239 Causeway Street, Suite 200, 2"? Ebor, ' ' PHARMACY"* * 

Boston, I\£A 02114 ' .■ \. ' • 

Re: Pharmacy Suppoxt, lac' (PSI) Final Report dated April 7/2006 1 
'Compkint Docket Nos. DS-03-055, PH-03-066 arid DS-05-040 
Consent j^teement (B££ Date: January 10, 2006) 

Dear Me. Cayer, ' . ■ ' ' 

I am in receipt- of your letter dated April 12', 2006. Xoani.you for your Hud words tegatding our progress to 
)datt I am pleased to offer our response regarding NECCs intentions as to the five items PSI specifically ' 
identifies in-ihe Gondusion section-on Page-One of tndt'FM-Report-to'tlie'lSteachuse^ Board of 1 ' " 
Registration in Phaimaey, dated April 2, 2006. 

The items are as 'follows: ' * - ^ . 

/. ^design of 'cktrn room 1 jpbsn smile preparations org compounded (Bloor, CAgandHVAQ 

It should first be noted that ail sterile preparations are compomde^withiri Class 10' ■ • • 
Mcroenvkonmente, within "clean toora 1 Hie toom is not roamtained as a certified clean room, 
rior was it evet dutinteat. . , . 

- He ability to clean the floor under and behind out class 10 J^ctoeavaonmeats was an issue. Qn ■' 
April 18% die two microenvitoataeats wete moved away ftota the watt and die "floor shall- was -cleaned 
and sealed again in-those areas. The cleaning contractor has been instfacted to implement this 
ptocedure each tiaie the Soot in those areas is cleaned. 

■ • * 

Hie ceiling tiles ia that toom are, in fa^t, clean room tiles. • ' 

The HVAC unit ia that room will be improved pet PSPs suctions. The vratk has been scheduled 
■ with. Victory HVAC, our certified HVAC contractor, and is ejected to be completed by.May 18, 

2, Proper uiiH^aHon of (km. room 2 mtb nspsttio process j pt<pk jhwfant- waypw onfy). ' 

PSI had tecommeiided a one way How with personnel cominginto. the clean loom through the 
personnel anteroom, but leaving the clean room ditecuy through an emergency ezit into the office 



area suttoundlng the- clean loom. We do not believe tbjsto be wise, as opening the emergency exit 
repeatedly during each, day may resist in 'the possibility o£ outside ait ditectly flowing into the clean . 
loom. I believe that the personnel flow per tlie room's original design should be .maintain ed . . 

3. . ~&movd of non-essential tqwpffimtht ckan room 2 (microwave, dishwasher, autoclave, ■ftwtsrs; etc.) 

It should 'fest be noted that aH stetile prepaiations 2£e compoinided i^thin Class 10 
■ Mlctoenviroiimeats, within clean room 2. .Although, the room, is maintained as'a certified clean room, 
we continue to only perform sterile preparations -within the Class lO-Mictoenvitonments within the " 
room. The room was always intended to provide a bonus level of ISO 7 cleanliness around the ISO 
5 Mictoenvkortments. In addition, the eqmpmenfin' question is essential for us to properly prepare' _ 
compounded' medications. lastly, we perform ongoing' environmental testing throughout clean room 
. 2, including around the equipment ia question, and all results have been within the proper range; I 
believe that, mdntainiag- the equipment necessary to properly perform out compounding - operations in 
their current location, per the room's original design, will lead to enhanced public health, welfare and 
safety. ' ' ' ■ ' 

4, ' Consideration for different (lean room gowns and' gloves or tise of sferik sleeves over gown to assure wrists and arms are 
a/ways covered. ■ ■ _ . 

New gowns and/or gowning sleeves have been soutced and ordered and are expected to arrive this 
week. All phatmacists and technicians requiring these gowns/sleeves in order to assure that their 
wrists and arms are always covered w21 be trained on the proper use of the new gowns / sleeves and 
■ ■ begin'usingthemon.orbe£oreAp:dl30 > 2006. ' . _ ■ ■ 

' S. 'ShnBiingfihprsusdio filter stenli^ preparations should 'be integrity tested 

We order &esterili2dngffltetsta We have asked Mlipote ' 

to provide testing certification doarmentation for each lot ordered . Thesexeitificates shall be kept 
on file. In addition, upon receipt of each' future lot of filters, we shall also begin testing one randomly 
- '■ selected filter and shall keep the results qn file. This new testing procedure be effective with the 
nest lot ordered ftomMillipore. ■ . 

I may be reached at 508-820-0606 should you require further information. * 

Sincerely, ' : 

NEW ENGLAHD COMPOU3NDING CENTER. ' '■ . * . 

Barry J. Cadaen, R-Ph. . 

Director of Pharmacy ■ . ■ 




■ Mrrr romney 

GOVERNOR 

ICERRY HEALEY 
LIEUTENANT GOVERNOR 

timothy R. MURPHY 

. ,' SECRETARY 

PAUL 3, COTE^R; 
COMMISSIONER 



' May 10, 2006 



The Commonwealth -of Massachusetts 

Executive Office of Health and Human Sendees 
• Department of Public Health ■ 

. Division of Health Professions Licensure 

Board of Registration in Pharmacy 
239 Causeway Street, Suite 200, 2 nd Floor 

•■ Boston, MA '02 114 • 
■ ■ ' (800) 414-0168 

http://www.friass.goy/reg/boards/ph ' 



Barry J: Cadden, RPh, . . ' • ' . ' ■ ■ 

W5WJMGLARD COMPOUNDING CENTER 
6!>7WaverIyRoad 
Framingham, MA 01702 

Re: Consent Agreement (Bff. Date: January I 0, 2006) 

' ; CompMDock&tHos.BS-03-055 ; PH-03-066andD.S-05-040 - 

. Dear Hr. Cadden: .• • . • , " 

The Board of Registration kPnarmacy has reviewed your letter dated April 19, 2006 concerning 
■. certain items identified in thePSIFmalReporf dated April7 f 2006. • 

The Board seeks written confirmation of : (1) B^AC work completion; (2) receipt and proper ■ 
use of gowns and sleeves;- and (3) performance of random, testing of stedlizing filters. 

Please provide confirmation to the Board by May. 22, 2006. • " 

Very truly yours, 




President 



cc: Paul Cirel,. Esq. ; 

DWYER & COLXOR^.LLP 
• 600 Atlantic Ave 
Boston, MA 02210-2111 




OMPQUNDING 



Center 



•.May 22; 2006 



. Customized Pharmacy Services 

697 Wayetiy Street, PtamingBam, MA 01702" 
Tel: 800;994.6322 of 508.820,0606 ' - ? 
Fas: 888.820.0583 ot '508.820.1616 " 
. www.neccts.com mallfglaeccrg.com 

Received ' 

MAY 24.2006 



BOARD OF 
PHARMACY 



Mr. George Cayet, JLPIl 
.President • ... 

Massachusetts Board of Registtation in Phar ma cy 
239 Causeway Street, Suite 200, 2 od Floor ' 

Boston, M4 .02114 ' ' ' / _ . • . ■ "... 

DekrMt. 'Gayer, ' . - 

Iii response:^ your letter dated May 10, 2006, lata pleased to report that the fotfo-wiog actions .have been 
completed: ' - ■ . - 

. 1) : The HVAC work Has been perfottaed; ' . ■ . 

■ \\ 2) . -"We- Have received and are now using the suggested gowns and sleeves; . ' 
■ "3j- We'ate aaw rlmdomiy testing j£e Millipoie stertlizSig filters. ' ■ 

SJ^iild you iequire further informatjorL, I roay be reached at (508) 82p-0606 2:630. 

Sracerefy, : '"■.'.■"■* -' ■' 

' l^WEHOLAKP COMPOUNDING CENTER. 

Sr r " 

Barry J. CMen, RPH - 
' Director 6£ Pharrascy 




April 12, 2006 - Letter From Mass. Bd To NECC, Closing 
Dockets DS-03-055/PH-03-066 and DS-05-040 




- The Commonwealth of Massachusetts 

Executive Office of Health and Human Services 
■ Department of Public .Health 

Division of Health Professions Licensure • 



■ MfTTROMNEY 
GOVERNOR 

KERRY HEALEY 
UEUf EHAirr GOVERNOR 

"RMOTHYR. MURPHY 

SECRETARY 

PAUL J. COTE, JR. ■ 
COMMISSIONER 

JEAN K. POftfTfKAS 
. DIRECTOR 



June 2^2006 



■' Board of Registration in Pharmacy 
239 Causeway Street,- Suite 200, 2 nd 
. Boston, MA 021 14 
• . (800)414-0168 

http://www.mass.gov/reg/boards/ph. 



Floor 



BarryJ. Cadden, RPh, ■ ' . ' ■ 

NEW ENGLAND. COMPOUNDING' CENTER - ... 
697 WaverlyRoad ' - ' ' 

Framkgham, HA 01702 ' 

Re; Consent Agreement {Effective Date: January 10, 2006) 

Conrplaint Docket Nos. D'S-03-055, PH-03-066 andDS-05 r O4O 



Dear Mr. Cadden; . . ■ ".""*'* - " 

Please be. advised that on May 23 , 2006 tie. Board of Registration in. Pharmacy reviewed your 
letter dated May 22, 2006 concerning follow up actions related to the PSX Final Report dated 
.April?, 2006 and the' above-referenced Consent Agreement. ' . • * ■ 

The Board voted td advise you that HBCC has sarisiactorily completed the terms and conditions 
in the Consent Agreement; including Sections a. through e. of Paragraph 5 of the Agreement. ' 
Please note that the Sections f. and-g. of Paragraph 5. of the Agreement remain in .effect 

K additionai information is necessary, ; please contact Bxeal^. Charles Young at - ■ 
(617) 973-0955 and or Assoc. Dir. James D. Coffey ai (617) 973-0950. ' 



Sincerely, _ 




George A. 
President 



ayer, R.PL 



cc; Karen Fishman, DHPL Compliance Offrcer 



September 30, 2004, Advisory Letters to NECCfrom Mass. Bi. 
(Dockets: DS-03-03«/PH-03-042; DS-04-062/PH-04-061; and 

DS-03-060/PH-03-070) 




' MITT ROMNEY- 
GOVERNOR 

KERRY HEALEY 
uariawrr governor 

ROl'iALD. PRESTON 
CHWSTINECFERGUSOtl 

_ - COMMISSIONER 



The Commonwealth- of Massachusetts 

Executive Office of Health and .Aumap .Services 

Department of Public Health ■ . 
250 Washington Sired, Boston, MA 021 08-461 9 

'Board of Registration in Pharmacy 
239 Causeway Street,^* 1 Floor: . • 
■ ' Boston, MA-Q21 14 



September- 30, 2004' 

Barry Cadden, R.Ph.-_. 
Manager of Record ' , , 

New England 'Compounding Center ... * 
• 697 Waverly Street" 

.Framingharn, MA 01702 • • ' . ; • . 

RB: j "n h 1hlma^r of DS-03-036 and PH-03-f)42 r- New England Compounding Center 
(Permit #2848). ... . . • - . 

Dear Mr.. Cadden: . . .- ■ ' 

"TnXkisor^^ Hew England Compounding Center.' Enclosed for your 

record is a copy of the final decision letter is tie above referenced matter. 

- Please contact me gt (617) 727-6095.lf you 'have any questions regarding this matter 
Sincerely, " . * 




Charles RYoi 
Executive Director . 

Massachusetts Board of Registration inPharmscy 

239 Causeway Street, Suite. 5 . 

Boston, MA 02114- ' ' • 

Enclosure: Advisory Dismissal Letter 

Dated: September '30, 2004 

Board Decision ID Number . • . 




MITT ROMNEV 
GOVERNOR • 

. KERRY KEALEY 
UHimwrr governor 

RONALD PRESTON 
- SECRETARY ■ 

CHRISTINE C, .FERGUSON 
COMMISSIONER . 



the Commonwealth of Massachusetts 

Executive Office of Heal* and Human Services 
. Department of Public Health 

Board of Registration in Pharmacy ■ 
239 Causeway Street, 5 tn Floor 
. '. ■ Boston, MA 021 14 - 
' (617)7274953 



irvihe Matter oft ; ■ \ •' 

New England Compounding- , J : . 

Oerrter. > - . . 

^7Wd^^--- ■■ . Docket No. DS-03-036 

Framingham, MA01/OZ ; . . pH-03-04-2 

Registration No. 2843. . ■ ) : ■ 

& Barry Cadden, R.Ph.' . ' ) - 

License No.21239. j. ■ 

ADVISORY LETTER 



SfcftTe^^ .ollcfed by Barry Cadden, 

R ^ License Ho. -.21230 CRegistranf ) and New England Compounding Center, 
5Sse No 2848 the Pharmacy). The investigation revealed-that the sohcfatons were 
ouTof state preoptions for office use and using a form unapprovedby.the Department 
of Public Health and Board. *. •, .. ' . ' 

Th- Board has carefully reviewed the Investigative reports and other information • 
I?ovK b ^Sartfesregardingthe Complaint. The Board detained on September 
2 20M tL Complaint should be resolved by the issuance of ftis^Advrsory U tar 
rnqarAg the filling of the prescription in this.matte.r. Although an Advisory Letter . 
' SS constitute disciplinary action, this letter does communicate rhe Board's 
ttlem reqardfng the conduct that was the basis for the Complaint. 1 he Board expects 
• a dSed olmpany response and employee counseling where appropriate to insure- 
fhShe ^actoT^ntributing to the complaints are identified and that appropriate quaWy 
assurance measures are implemented to reduce the risk of recurrence, of th.s type of 



incident 




"purported prescription form", as ft.te not 'compliant wifli iOSGHR § 721.030 et . . 

seqandG.L.c.112§12D. ■ ' . 

. t ,m,fa'i!nrP of the Pharmacy fo comply with any of the 

^consider this matter ahd reopen the Complaint. . 



% . . B oARD OF REGISTRATION IN PHARMACY 



.j^^rrs^yita, RPh./Presiderit 
Date: September 30, .2004 



cc: Complainant 
. . Board Dec. No. 




MITT ROMNEV 
-' GOVERNOR _ ' 

KElRYHEALEf 
UEtfTB^t GOVERNOR 

RONALD PRESTON 
• 5KSETARY 

CHRISTINE C. FERGUSON 
COMMISSIONER 



The Commonwealth of Massachusetts 

Executive Office of Health" and Human' Sen/Ices 

" ■ Department of Public Health 
250 Washington Street, Boston; MA 021 08461 9 

Board of Registration in Pharmacy 
239 Causeway Street, 5 th Floor- 
. . Boston, MA 02114 



September 30, 2004 ■ • . . ' • • 

Barry Cadden, R.Ph.'. 

Manager of Record ■ ■ : - ■ ■. • 

New England Compounding Center - . • ■ ■ 

697 Waveriy Street • 
■Framingham, MA 01702. . ^ . 

- '"nSatle^ DS-03-060 and PH-03-070 ^ New England Compounding Center 
(Permit* 2848). 

Dear Mr.. Cadden: . - . .' • 



The Board has wtedtoj^so^ 

^S^^ Enclosed ror your 

• ' rncord is.a copy of the final decision letter is the above referenced matter. ■ 

Please contact Wat (617) 727-6095 if-you have any questions regarding this matter. 

Sincerely/' . • '. 





.Char|es R. 

Executive Director. . ^ - 

Massachusetts Board of Registrationm Pharmacy 
239 Causeway Street, Suite 5 
Boston, MA 021 14 . 

Enclosure: Advisory. Dismissal Letter ; ■ • . . 
• Dated; September 30, 2004 . 
Board Decision ID Number: 




MnTROMNEY, 
GQVSfflOR 

KERRY HEALEY 
UBJ1 ~BWtf GOVERNOR 

RONALD PRESTON • 

SECRETARY 
■ 

CHRISTINE C-. FERGUSON 
COMMISSIONER. * 



The Common wealth of Massachusetts 

Executive Office of Health and Human Services 
• Department of -Public Health 



Board of Registration In Pharina.cy 
■ 239 Causeway Street, 5 th Floor 
Boston, MA 021 14' 
.(617) 727-9953 ' - 



In the Matter of: • ■ 
New England Compounding 
Center 

697 Waverty Street ' 
Framingharn, MA 01702 
Registration No. 2848 
& Barry Cadden r R.Ph. 
License No.21 239 • 



. - ■ ' ' . ; . . ADVISORY LETTER • 

- ■ The Board of Regjsjratim^^ : 

concelrieTTelcal^^ being solicited by, Barry Cadden, R.Ph., 

License Ho. 21239 f Registrant'} and New England Compounding Center, License No. 

' 2848 (the Pharmacy). The investigation revealed that the solicitations were offering 
intravitreal triamcinolone acetonide andlnciuded promotional materia! and terminology 
in theadvertisements. .'• . . '' 

The' Board has carefully reviewed the investigative reports and other information 
; " provided by the parties regarding the Complaint The Board determined .on September 

21 2004, the Complaint should be resolved by the issuance of .this Advisory Letter 
• regarding the advertising and solicitation of this product. Although, ah Advisory Letter 
does not constitute disciplinary action,.this letter does communicate the Board's 
concern regarding the conduct that was the. basis for the Complaint, The Board expects 
a dedicated company response to insure" that the factors contributing to the complaints . 
are identified and that appropriate quality assurance measures are implemented to • ■ 
■ reducethe risk of recurrence of this type of incident; 

' Please be advised that any failure of the Pharmacy to comply with any of the . 
• terms or conditions of this Advisory Letter may be a basis for the Board to 
____ E&GQ nsld^ " 



Docket No, DS-03-060' 
PH-03-070 




•BOARD OF REGISTRATiOM IN PHARMACY 



J^meaT. Devita, R.Ph,, Preside 
Date: Septembe.r'30; 2004 



cc: Complainant 
Board Dec, No. 




KTTTROMHEV ' 
GOVERNOR 

KERRY HEALS' ' 

RONALD PRESTON 
•.' SECRETARY 

cmusnNec. fersjson 

CQHt-nSSlONER 



The Commonwealth of Massachusetts 

' Executive Office of Health- and Human Sen/ices. 
Department of Pubiic. Health 

Boardof Registration in Pharmacy 
239 Causeway Street, Floor 
• Boston, MA 02114 
(617)727-9953 . 



in the Matter of: " ^ 
Mew England Compounding 

Center. ■ 

69-7 Waveriy. Street 

.•Frammgham, MA 01072 . 

Registration No.- 2848 : 
• & Barry Cadden, R.Ph. . 
License No.21239 , 



) 
) 



DocketNo. DS-04-062 
SA-04-161 



■ ADVISORY LETTER 



l^^tvthepepa^ofPublteHealfhandBoari. ... ... . 

. ' ' - fu,,Awi D » f prUhV invpstiaative reports and -otber information . 
TteBoardhas ™^££S^^^BofflTl determined onSeptembef 
provided by the ^^^^.iSSbJttifl issuance Of this Adviso.y Letter 
' 21> Z T' It m KS^X matter: WthOugh an-Advisory Utter 
regarding the '^fflCfeSBon,'lhte letter does communicate the Boartfs 
does not constitute disc plmay ac, .ion in . ^ B oard . 




.dedicatedcoh^^ 
incident. . ' 

'xho Rnnrrf also determined that to close this mafterwiihout formal disciplinary actioo,: 



"purported prescnptioniorm", as it Is not compliant with 1 05C« § 72i:03"0 ef 
seqandG,U c,112§12D.. - . . . ■ ■ • ' , 

Please be advised that any failure of the Pharmacy to comply with any of the 
terrris or conditions of this Advisory Letter may be a basis for the Board to 
reconsider this matter and reopen the Complaint. . . 



BOARD OF REGISTRATION IN PHARMACY 




Jsfaies T.'Devita, RiPh.,.Rreside^t • 
Date: September 30, 2004 



cc: Complainant 
Board Dec. No. 



April 27, 2004, Complaint to Mass. Bd. Regarding NECC 
Manufacturing an Unapproved Antiseptic Cream 
(Dockets: DS-05-040/PH-05-066) 



' ■ BKPARIMBWO^ HJBHC HEALTH.. ■ ■ • /"*" 

.... ' \ "£.17*727-6091 • ; , : \a 






, dty . . . _ .-ar", :■ -^^m^^rn 



AG^JT^S^era^ form fox ftaca3k8fi ^^^^ 



' T^rP^r^rrrs; K^'Mr _____ . _ — — 



fflO-lW- •_T3> 1L. 

Defers Piicse 



city . w . ■ • \. r**~r : ■ — • • . 



. ? 



?_U!ir__cyT-stei5:^i 

■> 



Eegpkaterj. Cars Tfeera&lst 



V4 - 1 



BzfeSy tSasenbe incidents Isd to yosr co?o£tfa&£ ssi note ths times and- fetes fiiat 
eygpts oc^taretl listtfceaaaes ef sttifidN4«»k involved, Ti^^fepksd^iioaalpasesifjies&i . 



(Plfcsssiiseasapsratesteijttf'riecesssiy. ?IeassdQ^t-wiifsin.fliem5rgias.) 
. ■ AddiUonsl lifar£R£.tsoti or ji^tedals stacked $Ves ONp 



&euiiie^ You vail 

WOSEV3 an. actowktf gH 253 ^ 3 ^ &e joae of foiiiveatiga&p wsigosd to yow case. * ' 

AtrrHOBizmoK fqrkslbasS of eec^k&s a^d eekbekal coraiwr 

. siens&io? to this $xm 3 at s.photocqpy thereof anfeoriiKS ibcBepafeafai of Inblfc Hesl& to: 

- " . w . - _.IJ; i J. i„l .J I<i^.T(r;i rtt-rtrAi rfljlinafnTn^ r^nVftJafrTT imrl f" 



Hesse ifite tfef ?Ji complaints ££a ftys£^fe£fe &s&EBife» &dr&ctnzl ba?^, lie get of Sfeflg a cttBpI&lBt 
'decs -m s»ssi|£6 6c im#y fiut dfe^fest7«cfftftt'«^a ^sfe&a 'safest &t> JSotecfti . 

X ztfestft&t fa ia&pbgfe<apEovi&4 is fcus, cy tregt pad cazspfctefo &s of ay foowledge. . 




. Mail ibis fcniifo: 
Bcsfao, MA. 02414 . 




■frcra: 



To §ie fefesichussfts Bssrd of Pharmacy. • , . ^ 




Hook forward tofujiherr^munfcyUon. . 



^aov-rcrF ''Bbi^'iapKU£^srOKS LICENSURE 
617-727-7406 



D#fe Received (stamp): 

Eat ercd( into ihe Bafa&ase(paf6)i 
Acfcnowledgemeat tetter se.at (Bate); 



l - / 



"Docket 
Signature: ' 




' ■" • ■ " . ■ ' State afCode 

Eesfwaytoreacfiyou:- OBvening-pIiane ODjyfcne Phone- OB-maib 



COMp:CA2OTAG£Epr ftise aparate'form for eack licensed individual): 



Address: 



MX 



Mimber , Street 



"BayfeaePiioiio 



°% } \ C M ' • ^ ^P^ode lic^assNmafeo^'pe Class 

Business Name- v_J ; ■ ' ~ £' . 1 





De$criptiott-of the Complaint; 



Briefly describe 1hb' incidents 'that led to-vonr comnhint ^A ^ *u *■ , ' 

























/ . 

fie n 






; ; , 






/ 


* tr-' 



f 



Additional information or materials atta^ed^fe ' G^o-'" -'\ ' 




November 23, 2004 Mass. Bd. Inspection Report 
(Dockets DS-05-040/PH-05-066) 




MP PH- Division of Health Professions' Licensure 



INVESTIGATION REPORT 
' : . ' ' Page i of 7 

Licensee Name; Barry Cadden ■ Docket No.; DS 05-040 . . 

License. Numbers PH 21239. *- \ DS2S4S 
Priority Code: 2 Received by DHPL; 11/23/04 Docket Opened; 11/23/04 
Assigned: 11/23/04 " 
Investigator Name: James Emery- Heafth Care Investigator. 
. Supervisor Name; Leslie Doyle - Program Coordinator . 

SECTION X; Demographics and History 

A> LICENSEE INFORMATION; *• 

1» Name of Licensee/ Respo ndent; Barry Cadd ea_ 

2. .Address of Record: 

3. Current Address:^ 

4. Phbna Number(s); Home N/A Cell 
■ ' Licensee/ Respondent Date of Birth 

£. License Type & No.: PH 1X239 ' "Current States: C 

6. Original Date of Issuance: 10/9/90 . 

7. Record of Standing Attached: Yes 
8'„ Name of Educational Institution Attended; University of RI 

Date of Graduation: 1990 





Business (N/A) , Fax (N/A) 
Exp, .Date: 12/31/06 



B. OTHER MASSACHUSETTS LICENSES HELD : None - 

lk- Profession/Trade; " * . 

2. License No, ' ' Current Status: '- ■ Exp, Date: / / 

3. Prior Discipline (explain): H . 

. 4, Certified Documentation Attached: D'Yes No ' . '- 

a NON-MASSACHUSETTS LICENSES HELD : None 

1* Profession / Trade: . . - • 

2. License No. Current Status; Exp. Date: / / 

3. Prior Discipline (explain); ' 

4. Certified Documentation Attached: Q Yes Q. No 

D. . LICENSEE'S EMPLOYMENT INFORMATION: ' 

1. Current Employer: New England Compomdmg Center ' " ■ 

2; Address: 697 "Wavexly St Framin^iam, MA 01702 . 

3, Telephone Number: 50.8 .820 0606 ' 

SECtlON.II; Interviews, Com plafnant Info & Index of Materials/Documents 



Individuals Interviewed . 


When/Where? ■ 


Type Interview . 


Contact Information 


(name/titJe) ■ ■ 


(dates/time of 


(In-person/pho'ne) •< * • 


(phone, address, 




day) ■ 




business) •• 


i; 








2, ' . 








3. 








4, 








5. 









MDPH-Djyfsion of Health Professions Licensure 
• INVESTIGATION REPORT . 
Page 2 of 7 ; 

Licensee Name; Barry Cadden Docket No; PS 05-040 

License Number: PH 21239 DS 2848 ■ - 



B, WITNESSES NOT AVAILA 


3LE FOR INTERVIEW: Document attempts in* case file.. 


Individuals 


■ Contact Information 
(phone, address, business) 


Attempts) to contact 
(dates, times) 


1. 






2. * 






3. 







- E COMPLAINANT INFORMATION ; ' "... 
'1. NAME OF COMPLAINANT: Board of Pharmacy ■ 
2. ADDRESS: 239 Causeway St, Boston, MA 02114 - 
v.;. -a -PHONE NO: (617) 727 0.0SS.. CELL PHONE: (N/A) , . „_ . . x . ..." 

' ." 

D. INDEX OF MATERIALS/DOCUMENTS : febel documents/materials as notedbelowTn order 
of presentation in the ftle 

ITEM lsCompIaiht . ITEM 2;Record of Standing 

ITEM 3; Staff assignment 05-006. - ITEM 4: HBCC Order Form 

ITEM 5; ITEMS:- 

ITEM 7: • ' ITEM 8: - 

SECTION HI: Investigation' Summary ' 

Allegation of' Complaint : Failure to adhere to the .standards of practice, • specifically 
compounding and dispensing of a medication without a valid prescription (non patient 

. specific). ' , . . . ■ * 

Describe documentation/facts that support allegations; 

Staff assignment presented at Board meeting of 1 1/23/04. Board voted to bring staff 
' .'assignment to formal complaint . - .-. ■ " " " 

Describe documentation/facts that do not support allegations; None> . 



TYPE .OF ERRORS ' ' • 

- WRONG STRENGTH 

■ ■ , WRONG DRUG • . • 

_ WRONG DIRECTIONS 

' WRONG PATIENT ■ 

OTHER - blisterpak informatJon was incorrect 

DRUG / DIRECTIONS DOSE PRESCRIBED 

. DRUG / DIRECTIONS DOSE DISPENSED 

- DISPENSED RX LABEL CORRECT 

• ' DISPENSED LABEL INCORRECT . ' 

_ . NEW PRESCRIPTION 
- ' REFILL PRESCRIPTION 
INGESTION. OCCURRED 



MDFH-Pivision of Heaith- Professions Licensure 

INVESTIGATION REPORT 
■ . . Page 3 of 7 . • 

Licensee Name; Barry Caefden . . Docket No; DS 05-040 

License Number: PH 21239 , DS 2848 _ 

_X_ OTHER- Failure to adhere to the standards of practice, specifically compounding 
and dispensing of a medication' -without a valid prescription (non patient specific) 

-Board' should review item #4, NEGC Order Form provided in response. Form is 
non-compliant by Board determination. NBCC was notified by telephone (Greg 
Conigharo) that fhe'form currently used is non-compliant and must stop the use of 
■ this form immediately. * ' ' 

PATIENT STATUS: . 

Setting Where Aiieaed Incident/Conduct: Occurred : 

Current Employer? New;EkgIand Compounding Center -u "" ..." " .;*• ; 

Address: ; 697 Waverly St Frarningham, MA 01702 
Telephone Number: 508 820 0606 ' ' 

Contact and Title: Barry Cadden, Manager of Record 

I. If employed by another entity other than where the alleged incident occurred: 
Name:N/A- ' ■ .... 

Address N/A . 
Phone No: N/A 

Contact-Person: N/A • 
Contact's Title: N/A 

Licensee's Supervisor (if applicable give name): N/A 
Phone number 

Attorney of Record: 

1, Name of Attorney: 

2. Name of Firm: 

3. Address:- 

4, Phone No(s). 

Investigator's Actrvif tes and Findings : 
Describe'- who, what, where, when, and why, 

1. Complainant's allegation: Failure to adhere to the standards of practice, specifically 
compounding and dispensing of a medication -without a valid prescription (non patient 
specific) 

2, Licensee's response: A review of the same documentation provided to you does show 
what would appear to be incorrect or repetitive names being provided by several of pur 
prescribing physicians. We have instituted a new Standard Operating Procedure for the 
Qualit)' Check and' Vetting of Patient Names, which should eliminate these 
inconsistencies in the future. ■ This new SOP is included herein at "Attachment A." 
Additionally, per Leslie Doyle's last inspection, the newest version of the Prescription 
Order Form, included herein as "Attachment B," specifically includes a Verification. Step 



NA 



Fax No, ( ) 



MDPH-Drvfsi'on of Health Professions Licensure ■ • 
INVESTIGATION REPORT" . 
. Page 4 of 7 ' 
Licensee Name; Barry Cadden Docket No; OS 05-040 

License Number; PH 21239 • . DS 2848 

at the. bottom which requires a Registered Pharmacist or designee, to verify all items 
shown on the Patient Order Form, including patient names. . * - 

Summary of events from medical records: 

4* Describe any information learned or submitted that does not support the 
Allegation; None ■ " 

5. Describe any information requested and riot received; None 

6„ Other Information: N/A " , .* 

.. Patient -Record: , :. . . .- , v 

Charting:' □ Perip * □ Hard Tissue ' • □ soft tissue '•"'* .'' 

□ Medical History '□ Treatment PEan ■ □ Informed -Consent 

□ Radiographs Q_ Anesthesia. Record ' □ CPR Certification 

□ .On-Site Inspection (optional) ■• 

7, Describe any exhibits riot In case file (study models, radiographs, tapes, etc.). Describe 
location and with whom. 
- NA • ■ . ' 

S, List other state/federal or municipal agencies involved or also investigating this case . 
and include contact information (name, address, telephone no.) 

COMPLAINT HISTORY ■ ' '' ' 

i ■ ■ ■ . 

1 . Companion Complaints: (list docket numbers, allegations, status, and disposition) 

2. Complaint-Pending Board: None 

3. Complaints Pending Prosecutions; None . 

4* Related Complaints: (list docket numbers, allegations, status, and disposition) None . . 

5, Prior Complaints: (fist docket numbers, allegations, status, and disposition) 

20G21211DS036"- Unprofessional conduct-Dismissed, advisory letter 
20030212DS055- Mure 'to adhere to the standards of pracuce-PB 
• 2OO30226DS06Q- Failure to adhere to the standards of practice, Dismissed, Advisory 
letter .' _ . - . 

20040504DS062-Unethical conduct- Dismissed, Advisory letter ■ ' . . ' 

■1999033.0?H066-Uaprofessional Conduct-Dismissed,, informal reprimand 
2002121 1PH042-Unprofessional Conduct-Dismissed; Advisory letter 
2OO30212PH066- Failure to-adhere to ife^ •■ 
200302261*11070- Failure to adhere to the standards of pracfi^-Dismisssd, Advisory 
letter - ■ 



i^1DPH-Drvision of -Health Professions Licensure 



INVESTIGATION RHPORT 
Page 5 of 7 

• " Licensee Name: Barry Cadden" . "Docket Nos DS 05-040 

License Numbers; PH 2X239 t DS 2848' 

6, Criminal Offender Records Information Check (CORI) been' performed? Yes 
Include certified copies of judgrnant?: No r • 

F. In your opinion should case go to Medical Error Triage: No 
Explain; 

• G. Summary of alleged violationfs') of regulation/statutes (include description of licensee's 
actions that constitute the basis of the yfoJation(s). 



, H. Staff Recommendation^); 

D Dismissal with Prejudice; 
No Violation * 

■ Dismissal without Prejudice " 
Q Lack of Sufficient Evidence 
X Dismissal with Advisory Letter 



□ Stayed Probation 

□ Terms; 

□ Reprimand 



□ Probation : - . 

□ Terms: . " : ; 

' □ Censure ' 

; Offer Voluntary Surrender 

□ Terms; 

□ Summary Suspension 
' Q Terms; 

Revocation 

□ Terms; ' 



CONTINUING EDUCATION REQUIREMENTS; 
Enclosed ■_ '• - 

OTHER TERMS: MPRS evaluation 



INVESTIGATOR SIGNATURE:, 
SUPERVISOR SIGNATURE: 



DATE; 
.DATE; 



Complaint Committee Decision /Recommendation: CC Meeting Date; - 

Re: Staff recommendation: ' ■ 

□ CC Agrees □ CC Disagrees (making the following recommendation) 

□ • Dismissal with Prejudice; Q Probation 

□ No Violation □ Terms; ' ; 



□ Dismissal without Prejudice 

□ Lack of Sufficient Evidence 

□ Dismissal vyith Advisory Letter 

Q stayed Probation ' 

□ Terms? ■' ' ■ 



D Censure 

□ Offer Voluntary Surrender . 

□ Terms: . . ■ . 

□ Summary Suspension 

□ Terms: 



MDPH- Division of Health Professions Licensure 



• INVESTIGATION REPORT 
. • ■ Page 6 of T ' 

Licensee Name- Barry Cadderi . Docket No: DS 05-040 

License Number: PH 25,239 DS 2848 

■□ Reprimand - □ Revocation * 

' -' □ Terms: 

CONTINUING EDUCATION REQUIREMENTS; 



OTHER TERMS; 



Summary of aiieged vjoiafcion(s) of regulation/statutes (include description of licensee's 
actions that constitute the basis of the viofation(s));. ' 

Notes: , , . - - 

BOARD'S Decision/Recommendation; Board-Meeting Date; '' ' 
Res Staff or/ ' • CC recommendation; 

□ Board Agrees □ Board Disagrees (making the following recommendation) 

□ Dismissal with Prejudice; - □ "probation . 
□■ No Violation ' - □ Terms: 

□ Dismissal without prejudice ' □ Censure* 

□ Lack of Sufficient Evidence 

□ Dismissal with.Advisory Letter • □ Offer Voluntary Surrender 

. □ Terms; ; ■ ■ 

□ Stayed Probation * □ Summary Suspension * 

□ Terms; ' , , □ Terms: 

□ Reprimand " CL ■ Revocation 

■ • - O Temis; • 

CONTINUING EDUCATION REQUIREMENTS; 



OTHER TERMS; 



Summary of alleged violations) of regulation/statutes (include description of iicensee's 
actions that form the basis of the violations)): 



Notes; 



Votes; 



Licensee Name; Barry Cadden 
License Number; PH 21239 



Page 7 of 7 

Docket No: DS 05-040 
OS 2848 ' 



DISPOSITION OF CASE: 

Refer to Board Counsel / Date? ~ ■ .■ - 

Refer to Prosecution / Date: ■ ' 
Other ' - 



. 'BOARD OF REGISTRATION IN PHAR« Ffle Review ' 

. . . summary of Oufefendiiig comp/amfe 

Allegation. . . .■"*'' 

U censee rsg'rtnn.QA? ' " . 



licensee: ■ * 



i) 

3) 

5D 

7) 
9) 
11) 



STAFr ASSIGNMENT BRNG TO COM PLAINT* ^ 
ADVISORY LETTS?, 
. NO VIOLATION -^DISMISS. ' ' ^~ 

. uqcoFJUftisDiaioN --'dismiss ! ' 
addjtmal-chj's - dismiss • ■ ' ' — 

■ Licensee Is offered to enter MpRS: 



2) 
4) 
6) 
■8) 
10) 



INFORMAL CONFERENCE ■ ' 
DISMISS 
•'.UCKOF EVIDENCE REMISS 
DISMISS -without prejudice 
INVESTIGATOR — FOLLOW- " 



JamesDevita « RPH President: ' ' ' . 

■ Karen Ryle - RPH Secretary; "7 "~ 

HaroJdSparr -RPH Member: '•' /* : 



. Dr, Donald Accetta: Member 
JoelBerman - RPH Member; 
George Cayer - RPH -Member: 
. WttlJam Gouvefa RPH Member: " 
Sqphfa'Pasedfe -RpH • Member: ' 
Marifyn Barron: ' PtibHo Metnber 
Steve Budish .' Public Member' 



. DATE. 
, DATEj 
.DATH_ 
DATE 




DATE 
DATE 



7-* 



- °ATE, 
.DATE. 



July 27, 2012 Email Forwarding CO Complaint to 

Mass. Bel Counsel 



Page 1 of 2 



Senators, Joan (EHS) 

From; Coffey, James D (DPH) 

Sent: Friday, Juiy 27, 2012 7:34 AM 

To: Manning, Susan (DPH); 

'Wtrn (DPH) 

Subject: FW: New England Compounding Center 

Attachments: NECC.pdf 

FYI for follow up discussion 



(DPH); 



(DPH); 



(DPH); 



JD 



From: Coffey, James D (DPH) 
Sent: Friday, July 27, 2012 7:33 AM 
To: 'NprtgiiHn 1 

Subject: RE: New England Compounding Center 

Please be advised that I am in receipt of the special report. 

The Massachusetts Board of Pharmacy will respond as soon as possible following a thorough 
review and analysis of the same, 

If additional information is necessary, please contact me at 617 973 0950, 

Sincerely, JD 

James D. Coffey 
Director 

Massachusetts Board of Registration in Pharmacy 

Department of Public Health 

Division of Health Professions Licensure 

239 Causeway Street, Suite 500, 5th Floor 

Boston, MA 02114 




Telephone 
Facsimile 

Website: <http://www.mass.gov/dph/boards/pharmacv 



From: Mactt*tiM0*t [mailto:5«acBaBtt^iw#^i nirrnliiiiffiF] 

Sent; Thursday, July 26, 2012 3:06 PM 

To: Coffey, James D (DPH) 

Subject: New England Compounding Center 

iames 



\ttached is the Special Report submitted to the Chief Inspector for the Pharmacy Board in Colorado 
:oncerning the receipt of non-patient specific compounded products into Colorado. Included in this 
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report is the email correspondence with Regina Barrel! with the FDA. Her direct phone number is "liiBWRil 1 iTilMWS, and 

I would appreciate any information that the Massachusetts Board could provide concerning if this practice is aliowed 
under Massachusetts pharmacy law. 

Thank you. 

■im 

fliir durtiwpmi 
Pharmacy Inspector 
Colorado Department of 
Regulatory Agencies 
Division of Registrations 
Board of Pharmacy 
1560 Broadway, Suitejflt* 
Denver, CO 80202 

p iimuM mi i ii iii i fummmh 

www.dora.state.co. us 

ComiKifi-t Protecrion 

v n 



CONFIDENTIALITY NOTICE: This message Is intended only for the use of the individual to whom it is 
addressed and may contain information that is privileged, confidential and exempt from disclosure 
under applicable law. If you are not an Intended recipient you are not authorized to disseminate, 
distribute or copy this e-mail. Please notify the sender Immediately if you have received this e-mail by 
mistake and delete this e-mail and any attachments from your system. 
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July 20, 2012 Complaint Against NECC from Colorado 



7-SM-13 



THE COLORADO STATE BOARD OF PHARMACY 
Special Report 



Date: 20 July 2012 

Inspector: Susan S. Martin 

Subject: New England Compounding Pharmacy, inc. (WHO 7832) 
Background: 

On 7/17/12, i visited Delta County Memorial- Hospital, 1501 E, 3 rd St. Delta, CO 81416 to 
conduct a routine inspection. While reviewing the records of receipt for Prescription .drugs I 
located an invoice from New England Compounding Center, Inc., PO Box 4146, VVoburn, MA 
01888-416 detailing receipt of a quantity of 46. hyaiuronidase 150U/mi. 1 ml Injection (a 
compounded prescription drug) on 6/28/12 (Attachment 1). I asked the pharmacist manager, 
Mark Carlton (RPH 11282), if they had any of this product in the Pharmacy. He showed me a 
container of vials of this product and ! took several pictures of one (Attachment 2) Upor » return 
to the office, I searched the CAVU E-License database (the licensing database for the Colorado 
Department of Regulatory Agencies) for information concerning New En9 ' a rl^°^^^ d ' n g t 
Center inc.'s registration status. The name "New England Compounding Center, Inc is not 
found in the E-License database, however, the following entities were located (Attachment 3). 

1) New England Compounding Center is the DBA (doing business as) and owner of 
New England Compounding Pharmacy,- Inc., an out-of-state wholesaler located at 
697 Waveriy St., Framingham, MA 01702 (WHO 7832). 

2) New England Compounding Center is an out-of-state pharmacy, located at 697 
Waveriy St., Framingham, MA 01702 (OSP 5402). 

Neither of these registered entities is located at the address on the invoice from New England 
Compounding Center, inc. 

On 7/16/12, i spoke with Regina Barrel! from the Food and Drug Administration to inquire 
whether New England Compounding Center, Inc. was registered as a manufacturer. She 
confirmed that they were not (Attachment 4). 

During a routine inspection in 2011, inspector Lisa Cornett iocated « enta p ^ an ^ 
unregltered/unlicensed" distribution of prescription 'nto ^ 

Compounding Center, Inc. (Attachment 5). As a resuit of her investigation, Case 2011-3973 was 
Mated | anc la Cease and Desist Order was issued to New England Compounding Center, inc. 
on 4/1 5/11 (Attachment 6). 



Attachment 1 




New England Compounding Center, Inc. 
PO Box 4146 



,OVOSC( 



^zy^S) Woburn, MA 01600-4 140 



Ph. 508-820-0606 
Fx. 508-820-16.16 



Date 


Invoice H 


6/28/2012 


220566 



Bill To 



DELTA COUNTY MEMORIAL HOSPITAL 
150! EAST .llil) STREET 
DELTA, CO 81*1 16 

ATTN: BONNIE M1LLER/PHARM ACY 



Ship To 



DELTA COUNTY MEMORIAL HOSPITAL 

151)1 EAST 3RD STREET 

DELTA, CO 8 M 16 

ATTN: INPATIENT PHARMACY 



P.O. Number 



Quaniily 



46 



Terms 



Net 30 



Hem Code 



:-iY15()/1 

Shipping Charges 



Rep 



MD-H 



Ship 



6/28/2012 



Via 



FEDEX 



F.O.B. 



Accounts 



Description 



HYALUKONIDASE I51JU/ML, IML INJ. 



Price Each 



IK.UO 
20.(10 



Amount 



S2S.U0 
20.(10 



ntTHANK YOU FOR YOUR ORDER!:! 

* /Pi RASE PI A CP I^VflCE Nl iMiiEL ? ON PAYMENT' " 



Total 



Credits 



S 84 8.00 



SO.OO 



!ance Due 



$848.00 



Attachment 



Attachment 3 



Credential View Screen 



Page ! of 



Credential View Screen [updatej 



New England Compounding Pharmacy, inc. 
DBA: New England Compounding Center 
Address: 

^ Public r Mall 



[change public address] 

New England Compounding Pharmacy, Inc. 

697 WavertySt 

Framingham, MA 01 7020000 



ID 

Warnings 
SSN/FEIN 

Missing SSN/FEIN Reason 

Contact Standing 

Contact Type 

Public File 

Mailing List 

US Citizen 

Email: 



809876 

04-3407495 

Active 

BUSINESS 

YES 



licensing@neccrx.com 



Comments; 



Contact 
Audit 

Enforcemen 

Cont. Edu 

Documents 

Owners 

Owned By/I* 

Exams 

Experience 

Notes 

Schools 

Application 

Other State 

Background 

Online Infoi 



Wholesaler Out-of-state [update] [form letter) 



Credential # 
Application Date 
Effective Date 
Expiration Date 
First Issuance Date 



WHO.0007832 
06/06/2011 ■ 
08/24/2011 
10/31/2012 
08/24/2011 



Comments: 

o Exemption 

o User Defined License Data 
o Workflow 
o Legacy 



Credential Status 
Status Reason 
Approved By 
Amount Due 
Date last Activity 
Last Updated by 
Certificate Sent Date 
Work Queue 



Active (08/24/2011) 
CURRENT 

LEGACYDATA, DORA 
$0,00 



EEGLASSER, DORA 



Audit 

Documents 
t Verification 
Workflow 
Key Mgmt 
Fees 
Notes 
Print Docs 
Com p. Audit 
Renewal 
Legacy 
License Statt 
Online Infon 



Exemption 
Description 

No active classifications. 



[show all] [add] 



Active 



Inactive 



View Application Checklist 
View Communication Log 
View Deposit information 
View License Fees History 
View License History 



https://ww.colorado.gpv/dora/licensing/admiii/oredView.asp?credidnt=783169 
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Credential View Screen 
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C r edenUal View Screen [up date] 
New England Compounding Center 
Address: 

@ Public C Mail 



[change public address] 

New England Compounding Center 

697 WAVERLY ST 

PRAM INGHAM, MA 01702 



ID 826223 

Warnings 

SSN/FEIN 

Missing SSN/FEiN Reason 
Contact Standing Active 
Contact Type BUSINESS 
Public File. YES 
Mailing List 
US Citizen 

Email; Ncensing@neccrx.com 



Comments: 



Contact 
Audit 

Enforcemen 

Conl. Edu 

Documents 

Owners 

Owned By/f 

Exams 

Experience 

Notes 

Schools 

Application 

Other State 

Background 

Online Infoi 



Prescription Drug Outlet-Out-of-State [update] [form letter] 
Credential// OSP.0005402 ' 

Application Dale 

Effective Date 11/01/2010 
Expiration Date 10/31/2012 
First Issuance Date 02/24/2003 



Comments; 

o Supervised By 

o User Defined License Data 

o Workflow 

© Legacy 



Supervision Warnlnas 


Type 


Audit 




License inoperable 


Documents 




Verification 


Credential Status 


Active {11/01/2010} 


Workflow 


Status Reason 


CURRENT 


Key Mgmt 


Approved By 


LEGACY DATA, DORA 


Fees 


Amount Due 


$0.00 


Notes 


Date Last Activity 




Print Docs 


Last Updated by 




Cornp. Audit 


Certificate Sent Date 




Renewal 






Legacy 






License Stall 




Online Infon 



User Definable License Data 
Field Value 
OSP - License Method Original 
DEA Number . BN5927819 



{update] 
Field 



Value 



View Communication Log 
View License Fees History 
View License History 
View Renewal Attachment 
View Renewal Entry Checklist 



hftps;//w\wxolorado,gov/dora/iic^ 
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Attachment 4 



Martin, Susan 



From: 
Sent: 
To: 
Cc: 

Subject: 
Attachments: 



; A <R«|Mrttessfl@fda.hhs.gov> 

Monday, July 16, 2012 2:54 PM 

"ffll I' l l l Hi" f li ili "" ^ e ^wfe ArcWi nm mj\f-w 
FW: New England Compounding Center (NECC) 
Attachment - 1.pdf; Attachment - 2.pdf; Attachment - 3.pdf; hppscan45.pdf 



Hi 



I checked our Registration database and New England Compounding Center is not listed as having registered with us as 
a manufacturer. With this e-mail, ! am copying our New England District Compliance staff with the information you 
provided {invoice for the injectable hyaluronidase to Delta County Memorial Hospital) along with the Cease and Desist 
documents MM sent last year regarding NECC (see e-mail string below), i would suggest you get in touch with 
the Massachusetts Board of Pharmacy if you haven't already to inform them of the firm's activity and to see if there are 
any actions they may wish to take especially in light of your Cease and Desist Order, 

i also checked the status of Wedgewood Pharmacy in New Jersey. They also are not listed in our database as having 
registered as a manufacturer. Under a separate e-mail, I will copy our New Jersey District Office with the invoice you 
collected, but as In the NECC case, you may wish to contact your counterparts with the New Jersey Board of Pharmacy. 

Let me know if you have any questions or wish to discuss further. 



From: \J.iWlJII|ll iiiilnr 

Sent: Tuesday, May 1 l ' 2 ^ l 3 [ 07 J^ u ota R r y, g R 
Subject: FW: New England Compounding Center (NECC) 



Thanks 

Bruce Ota is the CO for NECC. I'll ask him to follow up if we have any questions. 



From: Barrel!, Reglna A 

Sent: Tuesday, May 10, 2011 4:19 PM 

To: Wardweil, Amber; Archdeacon, Karen N ' 
Subject; FW; New England Compounding Center (NECC) 

Hi7Hrt»rand tan: 

i had a phone call with dtewsttw^ of the Colorado Board of Pharmacy regarding New England 
Compounding Center (NECC). Attached is the background information from as well as 
the Cease and Desist Order that the Board issued to NECC regarding their illegal distribution of 
compounded drugs to hospitals in the Denver metropolitan area. The firm is neither registered or 
listed with the State to.do business as a drug outlet. I know that you have some previous reg history 
with this firm and that they were the recipient of at least one warning letter. This is just FYI but if you 
have any questions," please feel to give me a call to discuss. 



From: 

Sent: Tuesday, May 10, 2011 12:29 PM 
To: Bmm*0m*** 

Subject; New England Compounding Center (NECC) 
Hi &flpWf, 

Attachment - 1 Is the report and exhibits that lead to the Cease and Desist Order; 

Attachment - 2 is additional documents Pharmacy Board staff obtained at another facility {while related to NECC, it's 
unrelated to what actually led to the Cease and Desist Order); and 

Attachment - 3 is the actual Cease and Desist Order. 

As always, thanks for your help. 



Chief Pharmacy Inspector 
Colorado Department of 
Regulatory Agencies 

Division of Registrations 
Board of Pharmacy 
1560 Broadway, Suite 
Denver, CO 80202 



Consumer Protection 



CONFIDENTIALITY NOTICE; This message is Intended only for the use of the individual to whom it is 
address™ nd may contain information that is priviieged, confidential and 

applicable law. If you are not.an intended recipient you are not authorized to disseminate, distribute or . 
copy this e mail. Please notify the sender immediately if you have received this e-mail by mistake and 
delete this e-mail and any attachments from your system. 



2 



Attachment 



2-LC-11 

THE COLORADO STATE BOARD OF PHARMACY 
Special Report 

Date: 13 April 2011 

Inspector: Lisa A. Cornell 

Subject: New England Compounding Center, Inc., OSP 5402 

Issue: Unregistered/Unlicensed Distribution of Prescription Drugs inio Colorado 

Details: 

On 04/5/11, I conducted a routine inspection of Sky Ridge Medical Center, (PDO 168-01), 10101 Ridgegate 
Pkwy, Lone Tree, CO 80124, During the inspection, I collected records detailing the receipt of prescription 
drugs purchased from New England Compounding Center, Inc., PO Box 4146, Woburn, MA, 01888, a non- 
resident prescription drug outlet. This is a violation of CRS 12-22-130(2) and CRS 12-22-802(1), 



Attachment 6 



CERTIFICATE OF SERVICE 
This is to certify that I have duly served the within CEASE AND DESIST ORDER upon all 
parties herein by depositing copies of same in the United States mail, first-class postage prepaid, at 
Denver, Colorado, this 1^ day of A^; ) . 2011, addressed as follows: 



New England Compounding Center, Inc. 
Attn: Designated Representative 
697 Waverly St 
Framington, MA 01702 
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a Complete Roma 1, 2( s 3. Also complete 
Hem 4 ff Restricted D&ftveiy is desired. 

□ Prim your noma and address on the reverse 
so that we can return the card to you. ' 

cr Attach this card to the bacfc of the maJIpleco, 
or on the fronf rf space permits. 


A. Received" t$ (Ffeass f4~ Jsariy) B. Date ol Delwery 


4a^JUo-SS-^L. I^X^w □ Addressee 


1. Mtcto Addressed fo: 


D. Is telWerf addmss different from torn 1? Q Yes 
I! YES, enter tf&^y add/ess below □ No 


' . 

New England Compounding Centef 
■ Attn: Designated Representative - 


697WaverIySt 
. Framington, MA 01 702 


3. Service Typo 
(Sniffled Mall O Express Mall 
D Reglalorod D Return Receipt for Merchandise 
D Insured Wall D C.O.O. 


A, Restricted DeHvay? (Extra Fee) □ Yeg 


2. Mteta Number (Ccpy fmm service l*W ?QQl U3hQ QUQ ^ 5W Q gM7 



PS Form 381 1 , July 1999 DamMUc Return R&cofpl 1OJ5S5-W-M-05S2 ' 



January 26, 2005 - FDA Memo Re 
Sep 24, 2004 NECC Inspection 



" DEPARTMENT OF HEALTH & HUMAN SERVICES 



Food and Drug Administration 



NEW ENGLAND DISTRICT 

MEMORANDUM 

Date January 26, 2005 

From Paraluman S. Leonin, CSO 
K'WE-DO 

Subject Inspection/Investigation of 

New England Compounding Center 
697 Waverly Street 
Framingham, MA 01702 

to Kathleen Anderson, Acting Team Leader 
Compounding Team, HFD-316 
Division of New Drugs- & Labeling Compliance' 

■ Thru Ellen P. Madigan, SCSO-$^ 
NWE-DO 



An investigation/limited inspection of this Compounding Pharmacy was conducted 
jointly with the Massachusetts Board of Pharmacy (MABP) per request of CDER, 
Division of New Drugs & Labeling Compliance, Compounding Team, HFD-316 (FACTS 
536354). This investigation was mainly to obtain information about the firm's 
compounding practices, as they relate to the compounding of Trypan blue products. 

I was accompanied on this investigation/limited inspection of the New England 
Compounding Center (NECC) by Mr. James Emery, Investigator & Mr. Leo McKenna Ml, 
Quality Assurance Coordinator, who are both from the MABP. 

On September 23, 2004 our credentials were shown & FDA 482, Notice of Inspection, 
was issued to Mr. Barry Cadden, Director of Pharmacy & Owner of the New England 
Compounding Center (NECC), Mr. Cadden acknowledged that he is the most 
responsible person in the firm. I was introduced to Mr. Gregory A. Conigliaro, General 
Manager & Co-Owner of NECC. Mr. Conigliaro reported that he just joined the 
company about eight months ago & that he is a Civil Engineer by profession. He 
provided the following information. The corporate structure of NECC is as follows: 

President - Caria Conigliaro 

Vice President - Barry Cadden 

Treasurer - Greg Conigliaro 

Clerk - Sheri Han 
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I asked Mr Cadden if the corrective actions that were promised by him on the last El of 
2/10/03 were Already implemented. Last El of 2/10/03 was classified "OAI" w h referral 
to Massachusetts State Board of Pharmacy. FDA 483, Inspectorial Observations, was 
issued for- (1) inadequate documentation to verify sterile drug proaucts oispenseo meet 
set o "standard s, such as specifications or assigned shelf life; (2) no SOPS for handling 
conSainte and failure to maintain complaint files; and (3) lack of documentation for a 
specific reported adverse event. 

Inspection of firm's new set of procedures & related documents showed that corrective 
actions have been implemented. 

I asked Mr. Cadden if he is compounding & dispensing Trypan Blue. He said he does. 

asked him if he has anything in stock. He said no, because he just compounds the 
drug if he receives the prescriptions for certain patients. While showing us the Clean 
Room" where compounding takes place, we had to pass through a small laboratory 
where some tests were being performed. I noticed a drawer that was .den ified as 
Trypan Blue". I requested him to open the drawer. There were ISMmLvia s of Trypan 
Blue PF 0:1% Injectable; Lot #07272004. See'label.rrg' shown' as- Exhibit #1. I told Mr. 
Cadden that Trypan Blue is not an FDA approved product & as such he should no be 
compoundTng ^dispensing it. Mr. Cadden stated that he did not know that it is not an 
approved product. He told one of the employees in the laboratory to put the vials in 
quarantine which he told us will be eventually destroyed. 

I told Mr. Cadden that I have to obtain some information from him as part of my 
assignment. 

I nave Mr Conigliaro a list of some of the questions in the assignment (#3, 4 5, 7, 10 

II 12 15 1 6 & 1 7). i did not list down the other questions in the assignment because I 
thought that it would be better if I ask him the questions directly. 

Mr Cadden stated that he will have to talk with his lawyer if It Is okay to supply the 
K formation/answer the questions I had given him. He also stated ha tetay«c 
vacation & would not be back until 9/27/04. The lawyer's name is Jonathan Tamkin 
from Newton, MA. 

Mr. Emery, Mr. McKenna & I went back to the firm on 9/28/04 & met with Mr. Cadden & 
Mr. Conigliaro. 

I asked Mr. Conigliaro if he was able to answer the questions I had listed down on our 
last visit He stated that he has made some responses to the questions/information I 
had requested, in draft form & that he has to show their lawyer for approval before he 
could give it to me. 
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I requested Mr. Cadden for Trypan Blue labels which he provided (see Exhibit #2) A 
copy of the Certificate of Analysis for Trypan Blue (Exhibit #3) that came with the 
shipment of the Trypan Blue raw material that was in stock, Lot #0107217, was 
obtained. The supplier was PCCA, Houston, Texas. 

The following information was obtained from Mr. Cadden when I Questioned him about 
the one hundred eight nine (189) vials of Trypan Blue that 1 found in one of the drawers 
in the laboratory that was labeled "TYRPAN BLUE" on 9/23/04. 

- ■ He did not have to put the Trypan Blue vials- in quarantine, which would 
.eventually be destroyed as he told me on 9/23/04, after they had spoken to their 
lawyer. 

Their lawyer had fold them that there is no regulation which states that 
Compounding Pharmacies cannot compound FDA non-approved drugs. 

That he dispensed Trypan Blue on 9/24, 25., .26, 27 & 28/04 as shown in ioq 
(Exhibit r #4). 

That he intends to compound & dispense Trypan Blue until FDA/MABP will put in 
writing that they cannot compound it & dispense it and the reason why. 

When I started asking Mr. Conigfiaro the rest of the questions in the assignment, he 
became indignant & he said that he does not really have the time to sit with us & answer 
all those questions. He said if I could give him the list of questions, he would prepare 
the answers & give everything to me in one piece, after'he shows it to their lawyer. 

Mr. Cadden also told Mr. Conigfiaro, "Don't answer anymore questions!" 

Mr. Conigfiaro questioned how Trypan Blue came into the picture. 1 tbfd him it is part of 
my assignment from headquarters. Then he wanted to know specifically who issued the 
assignment & I gave him Kathy Anderson's name. He also started questioning FDA's 
jurisdiction on Compounding Pharmacies. 

I -told Mr. Conigiiaro that FDA received a complaint re: Trypan Blue, so we have to do 
our investigation, because FDA has to respond to the complaint & we have to notifv 
MABPalso. y 



Mr. Conigiiaro asked me who the complainant was & 1 told him I don't know. He said it's 
probably one of their competitors. He also said that he was sorry if he sounded mean. 
He explained that he had to leave early, had a lot of things to finish & just did not have 
the time to sit with us to answer our questions. 

I wrote down the remaining list of questions in the assignment & left them with Mr 
Conigfiaro. 
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On October 1, 2004, f received a 22-page fax document from Mr. Conigfiaro, which 
constituted his responses to the written questions I had given him. This was followed by 
a hardcopy (Exhibit #5) which I received on October 5, 2004. I showed these 
responses to Ms. Ellen Madigan, SCSO & Ms. Ann Simoneau, CO, NWE-DO to update 
them about the status of the assignment &. to!d them about the firm's attitude, 

I requested Mr. Emery for a copy of a written report of what sanctions were taken by the~^ 
MABP as follow-up from the El of 2/03. Mr. Emery stated that the cases are still / 
pending Board & as such are not releasabfe at that time. The assignment in regards to 
Trypan Blue is also pending Board & when they become releasable, he will forward 
them to me. 

I told Mr. Emery that I am scheduled for a foreign inspection & will not be back until the 
fourth week of November 2004. in addition, I told Mr. Emery that i will not be available 
to go back to the firm until after the holidays are over because f have to write three 
reports for my foreign inspection, This situation & the .firm's attitude were also relayed 
to Kathy Anderson." 

On January 3, 2005, I received a copy of a letter, dated October 27, 2004 (Exhibit #6) \ 
sent by Mr. Emery from MABP to Mr. Barry Cadden. I also received a copy of Mr. 
Cadden's response letter to Mr. Emery, dated November 8, 2004 (Exhibit #7) stating the 
corrective actions to be undertaken/undertaken by NECC, I showed these letters to 
SCSO Ellen Madigan & CO Ann Simoneau & my plan to close out the inspection. J 

Mr. Emery was able to obtain a log of Trypan Blue that was compounded & dispensed . 
from January 12, 2004 to September 28, 2004 (Exhibit #8), with some prescriptions 
attached. These prescriptions are examples of patients in the log who were dispensed 
at least more than one or two vials of Trypan Blue. 

On January 18, 2005, 1 notified Mr. Emery that we do not have to go back to NECC to 
close out the inspection & that I'm doing it over the phone. 

On January 19, 2005, i telephoned Mr. Barry Cadden & informed him that we are 
closing out the inspection based on his response letter to Mr. Emery of the MABP, 
indicating his plan of corrective actions, which will afso be forwarded to headquarters. 
Before our conversation ended, Mr. Cadden asked me, "Do you think headquarters 
knew that Trypan Blue would be approved before the assignment was issued?" I said I 
really don't know, Our conversation ended at this point & the inspection was ended. 

ATTACHMENT: 

Assignment from Compounding Team Leader, HFD-316 
'FDA-482, Notice of Inspection 
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EXHIBITS: 



#1 . Label of Trypan Blue PF 0.1 % Injectable I ML vial 
#2. Labeling of Trypan Blue used for shipment 
#3. Certificate of Analysis for Trypan Blue LOT #C107217 from PCC 
#4. Log of Trypan Blue Compounded & Dispensed (9/24-28/04) 
#5. Responses to questions on assignment sent by Mr. Conigliaro.-dated October 1 
2004 

#6. Letter sent by Mr. James Emery from MA BP to Mr. Barry Cadden dated October 
27, 2004 

#7. Response letter sent by Mr. Barry Cadden, dated November 8, 2004, to Mr. 
James Emery, MABP 

#8. Log of Trypan Blue compounded & dispensed from January 12 - September 28 
2004 




Paraluman S. Leonin, CSO 
NWE-DO 



cc: Ann Simoneau, Compliance Officer 
NWE-DO 
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December 4 y 2006 - Warning Letter From FDA to NECC 




DEPARTMENT OF HEALTH &-HUMAN SERVICES 
Food and Drug Administration 
New England District 



One Montvaie Avenue 
Stoneham, Massachusetts 02180 
(781) 596-7700 
FAX: (781) 596-7898 



WARNING LETTER 
NWE-Q6-07W 



VIA FEDERAL EXPRESS 
Decembers 2006 

Barry J. Cadden, Director of Pharmacy and Owner 
New England Compounding "Center 
697 Waverly Street 
Framingham, MA 01702 

Dear Mr. Cadden: 

On September 23, 2004, investigators from the U.S. Food and Drug Administration (FDA) and 
the Massachusetts Board of Pharmacy inspected your firm, located at 697 Waverly Street, 
Frarnirigham, Massachusetts. On January 19, 2005, the Inspection was completed. This 
inspection revealed that your firm compounds human prescription drugs in various dosage 
forms and strengths. 

We acknowledge the receipt of your.'October 1 , 2004, letter addressed to FDA's New England 
District Office, concerning questions presented during the referenced inspection. 

PDA's position is that the Federal Food, Drug, and Cosmetic Act (FDCA) establishes agency 
jurisdiction over "new drugs," including compoundeddrugs. FDA's view that compounded drugs 
are.' r new drugs" within the meaning of 21 U.S.C. § 321 (p), because they are not "generally 
recognized, among experts ... as safe and effective," is supported by substantial judicial 
authority.- See Weinberger v. Hynson. Westcott & Dunning, 412 U.S. 609, 619, 629-30 (1973) 
' (explaining the definition of "new drug"); Prof'Is & Patients for Customized Care v. Shalala, 56 
F.3d 592, 593 n.3 (5 !h Cir. 1995) (the FDCA does not expressly exempt pharmacies-or 
compounded drugs from its new drug provisions); In the Matter of Establishment Inspection of: 
Wedgewood Village Pharmacy, 270 F. Supp. 2d 525, 543-44 (D.N.J. 2003), aff'd, Wedgewood 
Village Pharmacy v: United States, 421 F.3d 263, 269 (3d Cir. 2005) ("The FDCA contains 
provisions with explicit exemptions from the new drug . . . provisions. Neither pharmacies nor 
compounded drugs are" expressly exempted.").. FDA maintains that, because they are "new 
drugs" under the FDCA, compounded drugs may not be introduced into interstate commerce 
without FDA approval, 

The drugs that pharmacists compound are not FDA-approved, and lack an FDA finding of safety 
and efficacy. However,' FDA has' long recognized the important public health function served by 
traditional pharmacy compounding. FDA regards traditional compounding as the 
extemporaneous combining, mixing, or altering of ingredients by a pharmacist, in response to a 
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physician's prescription to create a medication tailored to the specialized needs of an individual 
patient. See Thompson v. Western States Medical Center, 535 U.S. 357, 360-61 (2002). 
Traditional compounding typically is used to prepare medications that are riot available 
commercially, such as a drug for a patient who is allergic to an ingredient in a mass-produced ' 
product, cr dlluled dosapes for children. 

Through the exercise of enforcement discretion, FDA historically has not taken enforcement 
actions against pharmacies engaged in traditional pharmacy compounding, - Rather, FDA has 
directed its enforcement resources against establishments whose activities raise the kinds of 
concerns normally associated with a drug manufacturer and whose compounding practices 
result in significant violations of the new drug, adulteration, or misbranding provisions of the 
FDCA. 

FDA's current enforcement policy with respect to pharmacy compounding is articulated in 
Compliance Policy Guide (CPG), section 460.200 ["Pharmacy Compounding"], issued by FDA 
on May 29, 2002 (see Notice of Availability, 67 Fed, Reg. 39,409 (June 7, 2002)). 1 The CPG 
identifies factors that the Agency considers in deciding whether'to initiate enforcement action 
with respect to compounding. These factors help differentiate the traditionalpractice of 
pharmacy. compounding from the manufacture -of unapproved new drugs. They further address 
compounding practices that result in significant violations of the new drug, adulteration, or' 
misbranding provisions of the FDCA. These factors include considering whether a firm 
compounds finished drugs from bulk active ingredients that are not components of FDA- 
approved drugs, without an FDA sanctioned investigational new drug application (IND). The 
factors in the CPG are not intended to be exhaustive and other factors may also be appropriate 
for consideration. 

1, Copies of -Commercially Available Drug Products : 

It has come to our attention that you are compounding trypan blue ophthalmic products. 
During the inspection at your firm, you advised an investigator from FDA's New England District 
Office that the trypan blue products that your firm compounds are devices. FDA classifies 
trypan blue products as drugs,- not devices. Further, on December 1 6, 2004, trypan blue 
ophthalmic solution was approved by FDA and it is commercially available. As stated in the 
CPG, FDA will not exercise its enforcement discretion for the compounding of copies of. 
commercially available FDA-approved products', including this one. 

We have also learned that your firm may be compounding 20% aminolevulinic acid solution 
(ALA). Please note that there is a commercially availabfe, FDA-approved aminolevulinic acid 
solution 20%. Like compounded trypan blue, FDA regards compounded 20% aminolevulinic 
acid solution as a copy of commercially available drug. 



1 Although Section 503A of the FDCA (21 U.S.C. § 353a) addresses pharmacy compounding, this 
provision was invalidated by the Supreme Court's ruling in Thompson v. Western States Medical Center, 
535 U.S. 357 (2002), that Section 503A included unconstitutional restrictions on commercial speech. And 
those restrictions could not be severed from the rest of 5 03 A. In Thompson v. Western States Medical ■ ■ 
Center, 535 U.S. 357 (20020), the Supreme Court affirmed the Ninth Circuit ruling that the provisions in 
question violated the First Amendment.. .' 
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FDA does not sanction the compounding of copies of FDA-approved, commercially 'available 
drugs and the agency will not exercise its enforcement discretion regarding the trypan blue and 
ALA products compounded by your firm. - ' . 

Ail products compounded by your firm containing trypan blue or ALA are drugs within the 
■n-^anino oi s^cvicr. 20 :{g} ov\r,i FDC^,;2; U.S.C-. £ 32'r'C;}. Tntfe pr:-c'uc\£ &rs nrsbrarc^o. 
under section 502(f)(1) of the FDCA (21 U.S.C. § 352(f)(1)) in that their labeling fails to bear 
adequate directions for their use. They are not exempt from this requirement under 21 CFR § 
201.115 because they are new drugs within the meaning of section 201 (p) of the FDCA and. 
fhey lack approved applications filed pursuant to section 505 of the FDCA (21 U.S.C, § 355). 

2. Anesthetic Drug Products : - 

. Equally serious, your firm's promotional materials reveal that it offers- to compound "Extra 
Strength Triple Anesthetic Cream" which contains 20% benzocaine, 6% iidocaine, and 4% 

' tetracaine. Like a manufacturer, you have developed a standardized anesthetic drug product 
that.you sell under the name "Extra Strength Triple Anesthetic Gream." Further, you generate 
sales by giving physicians "courtesy prescriptions" (i.e., free samples). These actions are not 
consistent with the traditional practice of pharmacy compounding, in which pharmacists 
extemporaneously compound, reasonable quantities of drugs upon receipt of valid prescriptions 
from licensed practitioners to meet the unique medical needs of individual patients. 

Moreover, the agency is concerned with the public health risks associated with the 
compounding of "Extra Strength Triple Anesthetic Cream." There have been at least two non- 
fatal reactions and two deaths attributed to the use of compounded topical, local anesthetic 
creams containing high doses of local anesthetics. Local anesthetics, like "Extra Strength Triple 
Anesthetic Cream," may be toxic* at high dosages, and this toxicity can be additive. Further, ■ 
there is a narrow difference between the optimal therapeutic dose of these products and the 
doses at which they become toxic, i.e. they have low therapeutic index. . 

Adverse events consistent with high-systemic exposures to these products include seizures and 
cardiac arrhythmias. Specifically, risk of systemic adverse events from tetracaine products 
includes (1) a systemic allergic response to p-aminobenzo.ic acid (PABA) which, at worst, could 
lead to cardiac arrest; or (2) excessive systemic absorption following repetitive or extensive 
application, especially for a 4% product, which could ultimately le"ad to convulsions. * Tetracaine 
is associated with a higher incidence of allergic reactions than other anesthetics, such as 
Iidocaine. The risk of systemic toxicity is greatest In small children and in patients with pre- 
existing heart disease. Factors that may increase systemic exposure are time and surface area 
of the exposure/particularly when the area of application is covered by an occlusive dressing. 
Benzocaine has an additional toxicity not seen with Iidocaine,, methemoglobinemia, an acquired 
decrease in the oxygen-carrying capacity of the red blood cells. Further, patients with severe 
Hepatic disease are at greater risk of developing toxic plasma concentrations of local 
anesthetics because of their inability to metabolize them. 

. > 

I he Extra Strength Triple Anesthetic Cream compounded by your firm is a drug within the 
meaning of section 201(g) of the FDCA (21 U.S.C. § 321(g)). This product is misbranded under 
section 502(f)(1) of the FDCA (21 U.S.C. § 352(f)(1)) in that its labeling fails to bear adequate 
directions for its use. it is not exempt from this requirement under 21 CFR § '201 .115, because 
it is a new drug within the meaning of section 201 (p) of the FDCA that lacks an approved 
application filed pursuant to section 505 of the FDCA (21 U.S.C. § 355). 
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Depending on its labeling, this product may also violate section 502(a) of the FDCA (21 U.S.C. 
§ 352(a)). A drug or device is misbranded under section 502(a) if its labeling is false and 
misleading in any particular (e.g., if the labeling for your local anesthetic products fails to reveal 
the consequences that may result from the use of the product as a local anesthetic). 

3. Repackaging : 

Additionally, we are in receipt of a complaint alleging that you are repackaging the approved 
injectable drug, Avastin, into syringes for subsequent promotion and sale to health 
professionals, Avastin is unpreserved and is packaged and labeled in 4 and 16 ml. single-use 
glass vials. The labeled precautions include "discard any unused portion left in a vial " 

Each step in the manufacture and processing of a new drug or antibiotic, from handling of raw 
ingredients to final packaging, must be approved by. FDA, whether carried out. by the original 
manufacturer or by some subsequent handler or repacker of the product. Pharmacists are not 
exempt from these statutory requirements. Generally, the agency regards mixing, packaging, 
and other manipulations of- approved drugs by licensed pharmacists, consistent with the 
approved, labeling of the product, as an approved use of the product if conducted within the 
"practice of pharmacy, i.e., filling prescriptions for identified patients. However, processing arid 
repacking (including repackaging) of approved drugs is beyond the practice of pharmacy and is 
thus subject to the Act's premarket approval requirements. 

The agency has an established policy, articulated in Compliance Policy.Guide Sec. 446.100, 
Regulatory Action Regarding Approved New Drugs and Antibiotic Drug Products Subjected to 
Additional Processing or other Manipulations (CPG 7132c.06) (copy enclosed), .concerning the 
manipulation of approved sterile drug products outside the scope of the FDA-approval. FDA is 
particularly concerned about the manipulation of sterile products when a sterile container is 
opened or otherwise entered to conduct manipulations. The moment a sterile container is 
opened and manipulated, a quality standard (sterility) is destroyed and previous studies 
supporting the standard are compromised and are no longer valid. We are especially 
concerned with the potential microbial contamination associated with splitting Avastin - a 
single-use, preservative-free, vial into multiple doses. When used intravitreally, microbes 
could cause endophthalmitis, which has a high probability for significant vision loss. The 
absence of control over storage, and delays before use after repackaging, only exacerbate , 
these concerns. 

Avastin is approved for use in the treatment of colorectal cancers. The text of your alleged 
promotional material offers this drug to ophthalmologists-. Avastin has no approved indications 
for use in the eye. As such, your firm is distributing an unapproved new drug in violation of 
section 505 of the FDCA. Because the product lacks adequate labeling for its intended use 
(see 21 CFR § 201 .128) your firm is also distributing a misbranded drug in violation of section 
502(f)(1) of the FDCA (21 U.S.C. § 352(f)(1)). 

Also, please note that, under section 301 (a) of the FDCA (21 U.S.C. § 331 (a)), the introduction 
or delivery for introduction into interstate commerce of any drug that is misbranded is prohibited. 
Under section 301(d) of the FDCA (21 U.S.C. § 331(d)), the introduction or delivery for 
introduction into interstate commerce.of a hew drug that has not been approved under section 
505 is also prohibited. 
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Further, we have been informed that, although your firm advises physicians that a prescription 
for an individually identified patient is necessary to receive compounded drugs, your firm has 
reportedly also told physicians'. offices that using a staff member's name on the prescription 
would suffice. Drugs compounded in this manner are not compounded consistent with the 
CP'G, and FDA will not exercise its' enforcement discretion regarding those drugs. 

The above Violations are not intended to be an all-inclusive list of deficiencies; You should take 
prompt action to correct these deviations, Failure to promptly correct these deviations may 
result in additional' regulatory action without further notice, including, seizure or injunction against 
you and your firm. Federal agencies are routinely advised of the issuance of warning letters so 
that they may take this" information into account when considering the award of government 
contracts. 

Please notify this office in writing within 15 working days of receipt of this letter of any steps that 
you will take to correct the noted violations, including an explanation of the steps taken to 
prevent the recurrence of similar violations. If corrective action cannot be completed within 15 
working days, please state the reason for the delay and the time within which the correction will 
be complete. 

You should address your reply to this letter to the U.S.- Food and Drug Administration, New 
England District Office, One Montvale Ave., 4 th Floor, Stoneham, MA 02180, Attn: Ann' 
Simoneau, Compliance Officer. ..If you have anyiu.rther questions, please feel free to contact 
Ms. Simoneau at (781) 596-7732. 




cc; Charles R. Young, RPH 
Executive Director 

Massachusetts State Board of Pharmacy 
239 Causeway Street, 5 ,fl floor 
Boston, MA 02114 



October 31, 2008 FDA Response to NECC Letter 
regarding FDA Warning Letter 



DEPARTMENT OF HEALTH & HUMAN SERVICES 
Food and Drug Administration 
New England District 





One Klontvele Avenue 
Sioneham, Massachusetts 02180 
(781)596-7700 
FAX: (731) 596-7396 




Mr. Barry J. Cadden, Director and Pharmacy Owner 
New England Compounding Center 
697 Waveriy St. 
Framingham, MA 01702. 

Dear Mr. Cadden: 

This letter replies to your January 5, 2007 response to an FDA Warning Letter issued to 
your firm on December 4, 2006. We acknowledge and apologize for the significant 
delay in this correspondence. 

Your letter asserts that the unapproved drug and misbranding charges in the Warning 
Letter do not apply because of the decision in Medical Center Pharmacy v. Gonzales, 
451 F. Supp. 2d 854 (W.D. Tex. 2006). You also state that your firm engages in "the 
kind of activity that the Medical Center Pharmacy court determined does not result in 
the introduction of new drugs into interstate commerce." 

As stated in the Warning Letter, FDA's position is that the Federal Food, Drug, and 
Cosmetic Act (FDCA) establishes agency jurisdiction over "new drugs," including 
compounded drugs. FDA's view is that compounded drugs are "new drugs" within the 
meaning of 21 U.S.C. § 321 (p), because they are not "generally recognized, among 
experts ... as safe and effective" for their labeled uses. See Weinberger v. Hynson, 
Westcott & Dunning, 412 U.S. 609, 619, 629-30 (1973) (explaining the definition of "new 
drug"). There is substantia! judicial authority supporting FDA's position that 
compounded drugs are not exempt from the new drug definition. See Professionals & 
Patients for Customized Care v. Shalala, 56 F.3d 592, 593 n.3 (5th Cir. 1995) 
("Although the [FDCA] does not expressly exempt 'pharmacies' or 'compounded drugs' 
from the new drug ... provisions, the FDA as a matter of policy has not historically 
brought enforcement actions against pharmacies engaged in traditional compounding."); 
In the Matter of Establishment inspection of: Wedgewood Village Pharmacy, 270 F. 
Supp. 2d 525, 543-44 (D.N.J. 2003), aff'd, Wedgewood Village Pharmacy v. United 
States, 421 F.3d 263, 269 (3d Cir. 2005) ("The FDCA contains provisions with explicit 
exemptions from the new drug . . . provisions. Neither pharmacies nor compounded 
drugs are expressly exempted."). FDA maintains that, because they are "new drugs" 
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under the FDCA, compounded drugs may not be introduced into interstate commerce 
without FDA approval. ■ ' 

As to your argument based on Medical Center Pharmacy v. Gonzales, 451 F. Supp, 2d 
854 (W.D. Tex. 2006), on July 18, 2008, the United States Court of Appeals for the Fifth 
Circuit issued a ruling in the case on appeal. Medical Center Pharmacy v. Mukasey, 
536 F. 3d 383 (5th Cir. 2008). The Fifth Circuit rejected the finding by the United States 
District Court for the Western District of Texas that compounded drugs are exempt from 
the definition of "new drugs" in the FDCA. The Fifth Circuit concluded instead that 
compounded drugs are "new drugs." The court also ruled on the severability of 
advertising prohibitions in section 503A of the FDCA, which were found unconstitutional 
in a prior Supreme Court decision, Thompson v. Western States Medical Center, 535 
U.S. 357 (2002). 1 The Fifth Circuit held that the restrictions on commercial speech in 
section 503A of the FDCA could be severed from the rest of 503A and that the 
remainder of 503A is valid and in force. 

The Fifth Circuit's severability ruling conflicts with an earlier decision by the United 
States Court of Appeals for the Ninth Circuit, which held that the unconstitutional parts 
of section 503A are not severable and that all of section 503A is therefore void. 
Western States Medical Center v. Shalala, 238 F.3d .1090 (9th Cir. 2001). FDA has 
determined at this time that it will apply the non-advertising provisions of section 503A 
to entities covered by this provision that are located within the jurisdiction of the Fifth 
Circuit (i.e., Texas, Louisiana, and Mississippi) as well as to the plaintiffs that brought 
the Medical Center Pharmacy case. Elsewhere, including in Massachusetts, the 
agency wiil continue to follow the enforcement approach reflected in the Compliance 
Policy Guide (CPG) section 460.200 ["Pharmacy Compounding'] issued by FDA on May 
29, 2002 (see Notice of Availability, 67 Fed. Reg. 39,409 (June 7, 2002)). 

Your letter states that your firm does not introduce unapproved drugs into interstate 
commerce and does not need approved NDAs before dispensing its compounded 
medications. We disagree. As explained above, FDA regards compounded drugs as 
new drugs that require agency approval before they are introduced into interstate 
commerce. Your firm's compounded products lack this approval and therefore violate 
the. FDCA. 

Also as explained above, while compounded drugs violate the FDCA, FDA generally 
exercises enforcement discretion when they are the result of traditional pharmacy 
compounding. This discretion is contingent on factors such as the preparation of 
patient-specific drugs that meet medical needs for which FDA-approved drugs are 
unavailable. 



' In 1997, Congress enacted, as part of the Food and Drug Administration Modernization Act of 1997 
(FDAMA),' a provision that related to pharmacy compounding, codified in section 503A of the FDCA (21 
U.S.C. § 353a). ' 



New England Compounding Center 
Framingham, MA 01702 
Page 3 



You state that you compound topical" anesthetic formulas solely in accordance with 
formulas determined by the prescribing physicians. We acknowledge that yo.u will 
require physicians to specify the chemical formulation on each patient-specific 
prescription for compounded topical anesthetic drugs. You also asked us to advise you 
whether using the term "triple anesthetic cream" to describe your compounded drug 
product is problematic. We find that use of this term implies the standardization -of a 
compounded drug product rather than extemporaneous compounding for individually 
identified patients. 

In the Warning Letter", FDA also expressed concern that you were generating sales for 
the -"triple anesthetic cream" by providing physicians with "courtesy prescriptions"' (i.e., 
free samples) of compounded drugs, without valid prescriptions that respond to patient- 
specific medical need, which would indicate the distribution by your firm of a 
standardized drug product. The development of a standardized drug product is ' 
inconsistent with the traditional practice of pharmacy compounding where pharmacists 
extemporaneously compound drugs upon receipt of valid prescriptions. In your 
response you assert that these "courtesy samples" are dispensed "only upon receipt of 
a valid prescription from a licensed practitioner to meet the unique medical needs- of a 
particular patient" and that these are hot samples as .that term is defined in the 
Prescription Drug Marketing Act (PDMA). The Warning Letter did not allege that your 
practice violates the PDMA, and FDA does not take a position on this issue at this time. 
Nevertheless, we acknowledge your response that you provide a small amount of 
medication free of charge only upon receipt of a valid prescription. We will evaluate in a 
future inspection your current practices and any changes that you make to those 
practices and assess whether, despite these practices and changes, you produce 
.standardized topical anesthetic products. We will not exercise enforcement discretion 
toward such products. • ■ 

Please- note that your letter does not alleviate our concern about the health risks 
associated with the topical anesthetics compounded by your firm. You state that 
"Virtually ail drugs, including manufactured drugs; pose serious health risks if they are 
-misused by physicians or patients," But the drugs compounded by your firm may be 
dangerous evert if used as directed because they are extremely potent in comparison to • 
FDA-approved topical anesthetic drugs'. As noted in the Warning Letter, these risks are 
exacerbated if the safety-related information that accompanies these products is 
deficient. - 

We acknowledge that you have stated that you no longer dispense prescriptions for 
compounded products containing trypan blue or 20% aminolevulinic acid solution. 

With regard to the repackaging of Avastin, we acknowledge your assertion that you 
repackage the product only upon receipt of a valid prescription from a licensed 
practitioner for an individual patient and your argument that this repackaging constitutes 



New England Compounding Center 
Framingham, MA 01702 
Page 4 



the practice of pharmacy. However, each step in the manufacture and processing of .a 
new drug, including packaging, must be approved by FDA, whether carried out by the 
original manufacturer or, In most cases, by a repackages Pharmacists are not exempt 
from this requirement; however, FDA's Compliance Policy Guide on repackaging 
(Compliance - Policy Guide Sec. 446.100, Regulatory Action Regarding Approved New 
Drugs and Antibiotic Drug Products Subjected to Additional Processing or other 
Manipulations) provides that the agency will exercise enforcement discretion toward 
pharmacists who repackage approved drugs within the practice of pharmacy for use 
consistent with the drug's approved labeling. Your repackaging is not consistent with 
Avastin's approved labeling, where you repackage the drug from vials into syringes, and 
where the labeled precautions include "discard any unused portion left in a vial...." 

FDA is concerned about the manipulation of sterile products when a sterile container is 
opened or otherwise entered to conduct manipulations. The moment a sterile container 
is opened and manipulated, a quality standard (sterility) is destroyed and previous 
studies supporting the standard(s) are compromised and are.no longer valid. - We are 
especially concerned with the potential microbial contamination associated with splitting 
Avastin— a single-use, preservative-free vial — into multiple doses. When used 
intravitreaily, microbes could cause endophthalmitis, which has a high probability for 
significant vision loss.' The absence of .controls over storage, and delays before use 
and after repackaging, only exacerbate these concerns. . . 

As stated in the Warning Letter, your repackaging is not consistent with Avastin's 
approved labeling; therefore, for the reason's stated in the warning letter, we believe that 
:your firm is distributing an unapproved new drug in violation of section 505 of the FDCA 
and a rnisbranded drug in violation of section 502(f)(1) of the FDCA. 

Finally, we acknowledge your concern about the time between our iast inspection of 
your pharmacy and the issuance of the Warning Letter. We agree that the length of 
intervening period was unusual. This in no way diminishes pur serious concerns about 
your firm's operation.. 

Your .firm must promptly correct the violations noted in the December 4, 2006, Warning 
Letter, and establish procedures to assure. that such violations do not recur. .Its failure 
to do so may resu.lt in enforcement action, including seizure of the firm's products and/or 
an injunction against the firm and its principals. 

In a future inspection, we will confirm the commitments that you made in your response. 
We also will verify that your firm's compounding practices are consistent with the policy 
articulated in the CPG, and that your firm's operation is not otherwise at odds with the 
conditions under which the agency exercises enforcement discretion towards pharmacy 
compounding. 
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Please direct any questions you have to Bruce Ota, Compliance Officer U S Food 



Sincerely, 




Bruce R. Ota • 

Compliance Officer 

New England District Office 



May 10 y 2011 Email Forwarding CO Complaint to FDA 
July 16, 2012 Email from FDA to Colorado 



_ <[-|Uf»mfi) tt@fda.hhs.gov> 

l r °£- Monday, July 1 6, 2012 2:54 PM 

To: j^i!it|nmn i Ota, Bruce R; Jw^lfiw " 



, checked our Registration database and Ne« 7 
a manufacturer. With this e-mail, i am copy ng ou ^England Di f »« ^° m P" „ a|) a|ong wlth , he cease and Desist 
provided (invoice for the injectable hyaluronics , to g" a , ^ e u f m ™^ring betow). would suggest you get ta touch with 

Let me know if you have any questions or wish to discuss further. 



From: ^ittS*>*?!WW&r 

«W1M0|^ ; aa/ Bruce R 
Subject: FW: New England Compounding Center (NECC) 



Thanks 

Bruce Dials the CO for NECC. I'll ask him to follow up if we have any questions. 



SeXfuesday, May 10, 2011 4:19 PM 
Subject: EW: New England Compounding Center (NECC) 

Hi femte* and 



ii lHh ■ - - the Colorado Board of Pharmacy regarding New England 
I had a phone call with I MBit ' £™ th e backqround information from 3te as well as 
Compounding Center (NEC C) A^cted is he ^cWrouna im ^ 

r^A^SSKSSS SSL :: . — ™- >»•< ™ » if - u 

have any questions; please feel to give me a call.to discuss. 
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From: Qi^0mflsn^ SM BSB mSDp^ ^ oxus] 
Sent: Tuesday, May 10, 2011 12:29 PM 



To! 1 1 1 iPiinnii 1 1 |i < ■ 

Subject: New England Compounding Center (NECC) 



Hi 

Attachment - 1 Is the report and exhibits that lead to the Cease and Desist Order; 
Mtach.ent-2^^^ 

unrelated to what actually led to the Cease and Desist Order); and 
Attachment - 3 Is the actual Cease and Desist Order. 
As always, thanks for your help. 



Chief Pharmacy Inspector 
Colorado Department of 
Regulatory Agencies 
Division of Registrations 
Board of Pharmacy 
1560 Broadway, Suite 
Denver, CO 80202 " 



Consumer Protection 



^^^^ 

addressed and may contain 1^™"°°"^ to disseminate, distribute or . 

SS tSES"* SKfVu have received this e-ma„ oy mw-te-nd 
copy in & c mem. i LLu mon k frnm vour system. 



KaTO*^ «™ Vour system. 
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THE COLORADO STATE BOARD OF PHARMACY 
Special Report 



Date: 13 April 2011 

Inspector: Lisa A. Cornetl 

Subject: New England Compounding Center, Inc., OSP 5402 

Issue: Unregistered/Unlicensed Distribution of Prescription Drugs into Colorado 

Details: 

On 04/5/11 I conducted a routine inspection of Sky Ridge Medical Center, (PDO 168-01). 10101 Ridg^ate 
Pk^ Lone Tree CO 801 24 During the inspection, I collected records detailing the receipt o Prescription 
dS SaS I from New England Compounding Center fra, PO Box 4146 Wob 01888, a non- 
resident prescription drug outlet. This is a violation of CRS 12-22-130(2) and CRS 12-22-802(1). 



BEFORE THE STATE BOARD OF PHARMACY 
STATE OF COLORADO 
Case No, 2011-3973 



CEASE AND DESIST ORDER 



TN THP MATTER OF THE UNAUTHORIZED AND UNLAWFUL DISTRIBUTION OF 
DRUGS AND/OR COMPOUNDED PRESCRIPTION DRUGS IN 
COLORADO BY NEW ENGLAND COMPOUNDING CENTER, INC., 



Respondent, 



Pursuant to guidance established by the Colorado State Board of Pharmacy ( Board ) at 
its JanuS 5 2009 8 meeting, documentation has been considered, including but not limited to, 
the written complaint dated April 1 3, 201 1, 20 11, in the above-captioned matter. 

Based upon this review, the Board hereby finds that it has jurisdiction over Wdent 
and the sScrtttr.herein, and that there exists ^^^SS^ 
without the required license or registration, m violation of § 1 2-22-1 ,0(2) and 1 - U wi, uk. 

The Board finds as follows: 

1 Respondent's location at 697 Waverly St, Framington, MA 01702 is licensed or 

pursuant only.to valid,' patient-specific prescription orders. 

7 Respondent's location at 697 Waverly St, Framington, MA 1 702 is not licensed 
or registered tf distribut stock prescription drugs and/or compounded prescription drugs 
iti the State of Colorado. 

3 On or around January 17, 201 1 and March 24. 201 1, Respondent distributed a 
stock compounded , prescription drug from 697 Waverly St, Framington, MA 01702 to a 
prescription drug outlet in the State of Colorado. 

4. ' Respondent's conduct constitutes the unlav^rdist^ution of prescription drugs 
into the State of Colorado, in violation of § 12-22- 1 30(2) and 1 2-22-802, C.R.S. 

' WHEREFORE, pursuant to §12-22-125.2(9), C.R.S., the Board hereby ORDERS that 
Respon™ edia.elj CEASE AND DESIST in engaging n the un awj 1 « Q 
prescription drugs in the State of Colorado, m violation of §§12-22-130(2) and 12 bu/, 
C.R.S. 



Within ten days after service of this order to cease and desist, Respondent may request a 
hearing on whether such acts or practices in violation Article 22 of Title 12, C.R.S, have 
occurred. Such hearing shall be conducted pursuant to §§24-4-104 and 24-4-105, C.R.S, 



The Board authorized the undersigned representative to sign this Cease and Desist Order on its 

behalf. 

DATED this J£g±L day of CtWt (j '. 2011. 



STATE BOARD OF PHARMACY 



BY: .uW^ CI^Aoi^ 
Wendy Anderson 
Program Director 
1560 Broadway, Suite 1300 
■ Denver, Colorado 80202 
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CERTIFICATE OF SERVICE 
' This is to certify that I have duly served the within CEASE AND DESIST ORDER upon all 
parties herein by depositing copies of same in the United .States mail, first-class postage prepaid, at 
Denver, Colorado, this 1^ day of ) . 201 1, addressed as follows: 



New England Compounding Center, Inc. 
Attn; Designated Representative 
697 Waverly St 
Framington, MA 01702 . 
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October 23, 2012 - Mass.. Bd. Preliminary Investigation 

Findings For NECC 




The Commonwealth of Massachusetts 
Executive Office of Health and Human Services 

Massachusetts Depatiment of Public Health 



New England Compounding Center 




Preliminary Investigation Findings 
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Introduction 

Since September 24, 20 12 a widespread outbreak of fungal meningitis has affected people in 
17 states and caused 23 deaths at the time of this report. The outbreak originated from a medication 
compounded by New England. Compounding Center (NECC), a facility licensed by the Massachusetts 
Board of Registration in Pharmacy (Board). The Massachusetts Department of Public Health (DPH) 
has taken immediate action to protect public health and safety. In collaboration with investigators 
from the U.S. Food and Drug Administration (FDA), DPH investigators have worked to identify the 
root causes of these events. While the complete scope and severity of this outbreak will not be fully 
understood for many weeks, to ensure, the utmost transparency, DPH is releasing these preliminary 
findings from its ongoing investigation of NECC. This report constitutes early findings that may be 
subject to revision as the investigation unfolds. 

Medication compounding involves the practice of taking commercially available products 
and modifying them to meet the needs of an individual patient pursuant to a prescription from a 
' licensed provider. Nearly all retail pharmacies in Massachusetts perform compounding, however only 
25 compounding pharmacies meet the standards necessary to produce sterile injectable products. By 
terms of their license with the Board, every Massachusetts pharmacy must comply with 
Massachusetts laws and regulations, including compliance with the United States Pharmacopeia 
Standards. Compounding pharmacies may only perform compounding upon receipt of a patient- 
specific prescription. These requirements and restrictions are consistent with the rules in place in 
other states. - 

Upon beginning the joint on-site investigation of NECC early in this outbreak, DPH and FDA 
investigators identified serious deficiencies and significant violations of pharmacy law and 
regulations that clearly placed the public's health and safety at risk. 

Key Facts 

Date(s) of Investigation: September 26, 2012 to Present 
Pharmacy License Number and Initial Issue Date: DS2848; My 16, 1998 
License Status: Voluntary Surrender, Octobers, 2012 
CORPORATION Name: New England Compounding Pharmacy, Inc. 
DBA NAME: New England Compounding Center (NECC) 
Address: 697 Waverly Road, Framingham, MA, 01702 
Manager of Record and License Number: Cadden, Barry J; PH21239 . 
DEA Registration Number and Expiration Date: BNS927819, My 31, 2013 . 
' Practice Setting: Specialty Pharmacy 
Previous Inspection Date: May 24, 2011 . 

Previous Inspection Docket or Staff Assignment Number: ISP- 738 
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Investigative Methodology 

The NECC on-site investigation process consisted of DPH investigators obtaining 
documentary evidence (including photographs), reviewing and obtaining copies of Standard 
Operating Procedures, observational findings, reviewing and obtaining copies of all policies and 
procedures, reviewing batch records arid interviewing NECC staff. The FDA conducted product 
testing and investigatprs took environmental samples of various areas of the facility to test for 
contaminants. / . ■ 

DPH investigators principally communicated with three NECC staff members during the on- 
site investigation (Barry J. Cadden, Glenn A. Chin and Lisa Conigliaro-Cadden) along with FDA 
investigators. After September 26, 2GT2, the majority of NECC employees were no longer on site. As 
has publicly been documented, NECC terminated many of their staff. The continuing investigation 
will include interviews of NECC employees. 

Selected Preliminary Findings . 

During the facility inspections, investigators documented serious health and safety deficiencies 
related to the practice of pharmacy. All pertain to violations of 247 CMR 9.01(3) or 247 CMR 
6.01(5)(a): 

• NECC distributed large batches of compounded sterile products directly to facilities 
apparently for general use rather than requiring a prescription for an individual patient, 
o Records show that NECC had lists of potential patient names but did not have 

patient-specific prescriptions from an authorized practitioner when compounding and 
dispensing medication, as required by state law. 
d Manufacturing and distributing sterile products in bulk was not allowed under the 
terms of its state pharmacy license. IfNECC was appropriately licensed as a 
manufacturer with the FDA the company would have been subject to additional 
levels of scrutiny. 

6 NECC did not conduct patient-specific medication history and drug utilization 
reviews as required by regulations. 
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• NECC distributed two of the recalled lots of methylprednisolone acetate (PF) 80 MG/ML 
prior to receiving results of sterility testing: 

o Lot 06292012@26 was prepared on June 29, 20 1 2. Final sterility testing was 

completed on July 11, 20 1 2. Two shipments of product were made prior to the final 

sterility tests results being received, 
o Lot 08102012@51 was prepared on August 1 0, 20 1 2. Final sterility testing was 

completed on August 28, 2012. Eleven shipments of product were made prior to the 

final sterility tests results being received, 
o While NECC's records show the sterility tests found no contamination, the adequacy 

of NECC's sterility testing methods are currently under examination. 

• Final sterilization of product did not follow proper standards for autociaving (sterilization 
through high pressure steam) pursuant to United States Pharmacopeia Standard 797 (USP 
797) and NECC's own Standard Operating Procedures: 

o Examination of NECC records indicated a systemic failure to keep products in the 
autoclave for the required minimum 20-minute sterilization period necessary to 
ensure product sterility. 

• NECC did not conduct proper validation of autoclaves pursuant to USP 797: 

o NECC failed to test their autoclaves to ensure proper function. 

*■ Visible black particulate matter was seen in several recalled sealed vials of 
. methylprednisolone acetate from Lot 081020J2@5J. 

• Powder hoods, intended to protect pharmacists from inhaling substances during medication 
preparation, within the sterile compounding area were not thoroughly cleaned pursuant to 
USP 797. ' 

o Residual powder was visually observed within the hood during inspection. This 
contamination may subsequently lead to contamination of compounded medications. 

• Condition of "Tacky" mats, which are. used to trap dirt, dust, and other potential contaminants 
from shoes prior to clean room entry, violated the USP 797. 

o Mats were visibly soiled with assorted debris. 
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• A leaking boiler adjacent to the requisite clean room created an environment susceptible to 
contaminant growth: 

o A pool of water was visually observed -around the boiler and adjacent walls, creating 
an unsanitary condition; the culture results of this potential contaminant are still 
pending. 

Chronology of the Outbreak & Department of Public Health Actions 

Monday September 24, 2012 - The Massachusetts Department of Public Health (DPH) was notified 
by Tennessee Department of Health in late evening about a cluster of six rare fungal meningitis cases, 
with onset of symptoms between July 30 and September 18, 2012. These patients had several risk 
factors in common, including an epidural injeption of steroid (methylprednisolone acetate 80 mg/ml 
preservative free) compounded at New England Compounding Center (NECC) located in 
Framingham. Tennessee also reviewed three other products not made by NECC as potential 
contaminants. 



Tuesday September 25, 2012 - DPH planned an investigation of NECC given growing concerns of 
linkage to infections. The DPH's Bureau of Health Care Safety and Quality, Board of Registration in 
Pharmacy (Board), and Bureau of Infectious Diseases began rapid response planning on September 
25, and convened a multi- agency meeting between the Tennessee Department of Health, the U.S. 
Centers for Disease Control and Prevention (CDC), the U.S. Food and Drug Administration (FDA), 
and the New England Compounding Center (NECC). At the demand of DPH staff, Barry Cadden and 
Gregory Conigliaro, principal owners of NECC, immediately provided documentation of all facilities 
in the nation that had received medications from three lots of methylprednisolone acetate that were 
suspected by the CDC as being linked to the fungal infections ("suspect lots"). Distribution lists were 
provided to public health authorities across the country, including CDC and FDA. The suspected 
product was distributed to more than 14,000 patients in 23 states. 



Suspect Lots of Methylprednisolone Acetate (PF) 80 mg/ml Injection 
identified by TN DOH: 

Lot #052 1 20 1 2@68 prepared by NECC on 5/2 1/2012 
Lot #062920 12@26 prepared by NECC on 6/29/2012 
Lot#08102012@5i prepared by NECC on 8/10/2012 

17,676 total doses 
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Wednesday .September 26, 2012 - DPH began an onsite investigation of NECC and instituted a 
recall of all suspect lots of methylprednisolone acetate. Investigators confirmed that all non- 
distributed methylprednisolone products were quarantined, and that methylprednisolone acetate was 
no longer being produced. Approximately 3,000 doses were quarantined or returned through recall. 
Upon arriving at NECC, investigators found NECC employees cleaning sterile compounding areas 
and conducting environmental testing. DPH investigators also detected signs of bleach 
decontamination in the compounding areas. 

Thursday September 27, 2012 to Sunday September 30, 2012 - DPH coordinated with FDA to 
plan a collaborative investigation of NECC. 

Monday. October 1, 2012 - DPH and FDA began a joint investigation at NECC. Findings supported 
by the epidemiological work of the CDC prompted DPH to issue a formal Quarantine Notice pursuant 
to M.G.l: c. 94C, §§ 13 and 189A, and M.G.L. c. 1 12, §§ 30 and.42A. This legally formalized the 
September 26 quarantine action. The Notice directed that all methylprednisolone acetate raw 
materials (chemicals), all non-sterile and sterile products located at NECC used in the compounding 
of methylprednisolone acetate, and all inventory on the premises prepared for dispensing and stored at 
the pharmacy, or received by recall should be quarantined and not disposed of without the express 
approval of the DPH. Investigators were shown examples of methylprednisolone products that were 
labeled as patient specific. The associated documents were not individual prescriptions but lists of 
patients generated by a clinical facility and provided to NECC to obtain the product. NECC stated the 
list of names was considered to be an authorized prescription by the physician. This practice is not in 
accordance with Massachusetts regulations. 



Tuesday October 2, 2012 - DPH and FDA observed visible black particulate matter in sealed vials 
(of purportedly sterile methylprednisolone acetate) returned to NECC. Inconsistencies in sterilization 
processes of materials were identified through review of NECC's records. The Board voted to obtain 
a Voluntary Surrender of NECC's license or to initiate action to issue a Temporary Order of 
Summary Suspension. 



Wednesday October 3, 2012 - DPH secured voluntary surrender of NECC's license, effective 12 pm 
(noon), and instituted a voluntary recall of all intrathecal products (those injected into the area around 
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the spinal cord or brain). DPH also notified Massachusetts providers to cease use of all NECC 
products. 



Thursday October 4, 2012 - DPH and PDA publicly announced that black particulate matter, 
tentatively identified by microscopy as fungal contamination, was seen in a sealed, purportedly sterile 
vial of methylprednisolone acetate from a suspect lot. CDC and FDA recommended that all health 
care professionals cease use and remove from their pharmaceutical.inventoiy any material produced 
by NECC. Massachusetts State Epidemiologists contacted nine Massachusetts health care facilities 
that received non-implicated lots of methylprednisolone acetate, instructing them to contact recipient 
patients to determine whether there were any unusual infections or other complications. No infections 
from the non-implicated lots sent to Massachusetts facilities have been identified at this time. DPH 
and FDA investigators continued with their on-site investigation and evaluated standard operation 
procedures and batch records related to sterile compounding. FDA investigators took environmental 
samples of various areas of the facility to test for contaminants. 

Friday October 5, 2012 - DPH and FDA investigators noted visible contaminants in additional 
sealed recalled vials of methylprednisolone acetate. The particulate matter was noted in vials labeled 
in conformance with Massachusetts pharmacy regulations with patient-specific information. 
Additionally, particulate matter was noted in recalled viais that were labeled without patient-specific 
names, in clear violation of Massachusetts regulations. DPH.and FDA each issued an alert to 
providers and facilities across the country stating the identification of particulate matter. 

Saturday October 6, 2012 - DPH secured an immediate recall of all NECC products. 

Monday October 8, 2012 - At the request of DPH, Barry Cadden and Glenn Chin, leaders at NECC, 
voluntarily ceased practice as pharmacists pending completion of the investigation. 

Wednesday October 10, 2012 - Based on their shared ownership and leadership with NECC, DPH 
requested that Ameridose and Alaunus Pharmaceutical cease all pharmacy operations and any 
dispensing, manufacturing or wholesale distribution of any products starting at 3 p.m. on October 10 
and continuing until 5 p.m. on October 22. DPH and FDA staff began an on-site investigation of 
, Ameridose, a pharmacy, distributor and wholesaler regulated by. the FDA. At the demand of DPH, 
Barry J. Cadden agreed to immediately resign as manager, director and from any other management 
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position at NECC, Ameridose, and Alaunus. DPH began working with the Massachusetts Hospital 
Association to ensure that the supply chain of medications would not be disrupted. The Board issued 
an advisory to all pharmacies and pharmacists in Massachusetts emphasizing that all of their actions 
must be performed in accordance with the United States Pharmacopeia, The advisory also reiterated 
that state law. requires compounding pharmacies and 

pharmacists to have a patient-specific prescription from an authorized practitioner when 
compounding and dispensing medication. Compounding pharmacies and pharmacists were required 
to submit an affidavit asserting that they are following state law in this regard. 

Sunday October 14, 2012 - DPH staff began on-site investigation of Alaumis Pharmaceuticals, a 
wholesale distributor affiliated with Ameridose and NECC. 

Monday October 15, 2012 - FDA issued an advisory that a patient may have acquired fungal 
meningitis from a different NECC steroid injection, triamcinolone acetonide. DPH epidemiologists 
began outreach to all 192 facilities in Massachusetts who received any NECC injectable products and 
supported providers in patient outreach. In addition, the FDA reported a transplant patient with an 
Aspergillus fumigatus infection who received a NECC cardioplegic solution during surgery. The 
CDC is actively working to confirm the presence of fungal contaminants in cardioplegic solutions. 
DPH asked Massachusetts providers to contact any patients who received any injectable product, 
including ophthalmic drugs or cardioplegia solutions prepared by NECC after May 21, 2012. 

-Thursday October 18, 2012 - FDA released definitive .laboratory confirmation ofthe presence of 
fungal contaminants in sealed vials of methylprednisolone acetate in a suspect Jot prepared fay 
NECCDPH and FDA collected samples from sealed vials of completed product at Ameridose. Results 
are currently pending with the FDA. 

Friday October 19, 2012 - DPH and FDA investigators scrutinized business practices of Alaunus 
Pharmaceuticals, and'potential for inappropriate distribution of NECC or Ameridose products. At the 
request of DPH, Ameridose and Alaunus Pharmaceuticals extended their cessation of operations until 
November 5; 2012. : 

Monday October 22, 2012 —The Board authorized DPH staff to request, voluntary permanent 
surrender of the licenses of Barry J. Cadden, Glenn A. Chin, and Lisa Conigliaro-Cadden, as well as 
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NECC. If the three pharmacists and NECC do not comply, the Board authorized staff to proceed with 
permanent revocation. All three individuals are currently prevented from practicing as pharmacists, 
and would be so prohibited throughout the appeal process. 

Ongoing Investigation 

The Department's collaborative investigation with the FDA is comprehensive and will 
continue until investigators have all information needed to determine what, if any, further action 
should be taken against NECC and its leadership. This investigation also extends to NECC's business 
practices and environmental conditions surrounding the business, including.the presence of a nearby 
recycling center that shares ownership with NECC. Investigators are also looking into NECC's 
corporate entity, including, but not limited to, corporate ownership and governance structures at both 
NECC and sister companies, Ameridose and Alaunus. DPH will analyze and incorporate all evidence 
and information gathered by the FDA and the Board of Registration in Pharmacy into a final, 
comprehensive report. This report will be presented to the Board of Registration in Pharmacy, which 
will determine appropriate regulatory sanctions under administrative law. .DPH will also assist with 
any investigation, federal or state, that explores the actions of NECC and its principals. DPH will 
continue to support and cooperate with federal policymakers in addressing gaps in oversight of 
compounding pharmacies, including leaders on the U.S. Senate Health, Education, Labor, and 
Pensions Committee, and the U.S. House of Representatives Energy and Commerce Committee, and - 
members of the Massachusetts Congressional delegation, including Congressman Ed Markey. DPH 
will also work closely with the Massachusetts General Court to explore state-specific policy 
solutions. Findings of these investigations will be used to inform these state and federal actions to 
address regulatory gaps within the quickly evolving compounding industry. 
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DEPARTMENT OF HEALTH AND HUMAN SERVICES 

■ FOOD AND DRUG ADMINISTRATION 

DISTRICT OFdte ADDRESS AND PHONE NUM8ER ■ : " 

New England District Office 1 Montvals Ava, Sloneham. MA 02180 

Tei; (781) 587-7500 Induslry Information: w m/.tda.tinvtnn/inrinxini ■ 

HflMF A Mfl TfTI F AC I MmmrVi i«i tV. »..,„.. ^„ . . _ - _ V - ____ 



■NAME AND TITLE OF INDIVIDUAL TO WHOM REPORT IS ISSUED 

TO: Barryj. Cadden, Owner 



OATEJS) OF INSPECTION ■ 

10/1-2, 10/4-5, !0», 10/15. and 10/26/12 



FEI NUMBER 
3003623877 



FIRM NAME — — ; 

New England Compounding Pharmacy Inc., d/b/a New England Compounding Center 



CITY, STATE AND ZIP CODE 

Framfngham,' MA 01702 



STREET ADDRESS- 

897Waveriy Street 



TYPE OF ESTABy SHMfcN T INSPECTED 

«EMENT.C0ITOIIVEACTI0im»ES^ 

[ DURIfJG AN IfiSPKIKMOF YOUR ARM WE OBSERVED: 

I. On f 0/02/2012 we observed approximately eighty-three {83) vials out of a bin containing 321 vials of melhvlnrednknlnn. 
acetate (preserve free) SOmg/mL from Lot //08I020I 2@5f (shipped to customers between 8 17/ 2 ^T^Zr lT 
^TTJtu' a f n H TJ bh ? mg > l ° C ° ntain What a W* wed E ° be h ^ foreign me, Sev eMm vials 

The sterility sample taken by the Htm consisting.of one 5ml vial of bulk formulated methyl prednisolone acetate fn™™,^ 
free) from lot 08J02O12@51 resulted in a sterile result* (lab analysis started 8/14/12 «^^^nmoT S^ (prese, ? at '!f - 
analysis of FDA' Sample A693965, consisting of methylprednisolo e i^Th m 

examined microscopically showed fungal morphological features. ■ "n ju/juvtais tested. One vial 



2 Although the formula worksheets state the raw materials are sterile, the Pharmacy Director stated that the firm uses non sterile 
active pharmaceutical ingredients (APIs) and raw materials, with the exception of sterile water for in ec ion to formulate 
injectable suspensions including but not limited to preservative free methylprednisolone acetnte Zrt CnS n u 
inspection, we observed that the labeling for the methylprednisolone API " donai ^^Tm^^^ 
were^rile Samples were collected for analy^ 

^* 0be f m *; ^ 4™ P^vided no documentation or evidence to support that he te Z a vty leSd 
to stenhze suspensions formulated using non-sterile API and raw materials is effective - zouave cycle used 

p f ™rf r? V, *"? men ? mp f?™? P r0£cam fated the following microbial isolates (bacteria and mold) within Clean 
Room 1 and Clean Room 2, used for the production of sterile drug products, between January 2012 and S pteXr 2013 Rrm 
personnel stated that the nrrn shuts off the air conditioning from S: oVm ^ 



Table # I : Surface Samples from fSO 6 (Class 1 .000) Rooms 
Alert: 3 CFU 



Location 


Result 
Bacteria 


Result - ' 
Mold 


Dale 


Main Clean Room 








CRBlnl (polymyxin under 
station 1) 




' 1 


2/16/12 


4 FLR 0iearhood5) 


10* 


2* 


2/23/12 


2 FLR (near hood 3) 


3 1 


I 


3/8/12 



BLACK LINE 
ON 

ORIGINAL - 
NOT A 
REDACTION 



SEE 
REVERSE 
OF WIS 
PACE ' 



EMPLOY,EE(S) SIGNATURE- 



FORM FDA 483 (9/06) PREVIOUS EDITION OBSOLETE 



>MPLOYEE(S) NAME AND TITLE {Printer Type) 
Sfacey S. Degarmo, Invesligalor 
Philip Kreiter, Investigator ' 
Almaris N. Alonso, Microbiologist 
Thomas W. Nemay, Investigator 
Debra M. Emerson, Investigator 



INSPECTIONAL OBSERVATIONS 



DATE ISSUED 
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DISTRICT OFFICE ADDRESS AND PHONE NUMBER ! 

New England District Office 1 Montvala Ave, Stoneham, MA 02180 

Tel: (7B1) 587-7500 Industry Information: www.fda.gov/oc/incftjstfv 



NAME AND TITLE OF INOtVIOUAL TO WHOM REPORT IS ISSUED 

TO; Barry J. Cadden, Owner 



DATE(S) OF INSPECTION 

10/1-2, I0M-S, 10/9, 10/15. snd (0/26/12 



FEI NUMBER 
3003623877 



FIRM NAME ~ ~ 1 " — 

New England Compounrjlng Pharmacy Inc., d/b/a New England Compounding Center . 



CITY, STATE ANO ZIP CODE 

Framingham, MA 01702 



STREET ADDRESS. 

697 Waveriv Street 



TYPE OF ESTABLISHMENT INSPECTED 

Compounding Pharmacy 



TH!S DOCUMENT LISTS OBSERVATIONS MADE BY THE FDA REPRESENTATIVES) DUflING THE INSPECTIO N Of YOUR FACILITY THEY ARE K1SPECT10HA1 flflSPRVATia-q im nn »at 
REPRESENT A FINAL AGEfJCY DETERMINATION REGARDING YOUR COMPUAfffiE. IFYOURAVEANCbK^^ 
IMrtEMENT.OJIWECmE ACTON IM^^ 

OR SUBMIT THfS INFORMATION TO FDA AT THE ADDRESS ABOVE, !F YOU HAVE ANY QUESTIONS, PIWSE CONTACT AT THE P^ 
0UR1NG AH INSPECTION OF YOUflFIRM WE OSSEiWEO: 



Location 



4 FLR (near hood 5) 



Table 2 



I FLR (near hood 1) 



4 FLR (near hood 5) 



CRBin f (inside big ullne bin 
with omnipaque .240) 



3 FLR (near horix hoods) 



3 FLR (near horiz hoods) 



CRBin2 (front of tetracaine 
Hcf powder container) 



Pass thru 



Result 
Bacteria 



Result 
Moli! 



moid (M of plate) 1 * 



One hair with growth around it 



OG* 



OG< 







OG mold* 



I small mold 



Dale . 



3/15/12 



3/29/12 



3/29/12 



4/5/12 



6/13/12 



6/1 3/12 



6/28/12 



7/5/12 



7/26/12 




Note: (*) indicates result over Action level; OG indicates over growth 



Table ff2: Surface Samples of ISO 7 (Class 10,000) Rooms 
Alert: 5 CFU Action: If CPU 



GRmisc2 (empty plastic bog in 
empty bin) 



GRmiscl (vent arms behind hand 

washer) 

7 FLR (gown room/entrance) 



3 FLR (gown room/near hooks) 



7 FLR (gown room/entrance) 



WallGR2 (windowsill side lo MR) 



& FLR (gown room/near hooks) 



GRmisc2 (venl grids) 



7 FLR (gown room/entrance) 
8 FLR (gown roonVnebfh ooks)' 



7 FLR (flown room/entrance) 



8 FLR (°own room/near hooks) 



3 FLR (gown room/near hooks) 



27 < 



2* 



18* 
12* 



16* 



16* 



1* 



2* 



2/23/12 



2/23/12 



2/23/12 



3/1/12 



3/1/12 



3/1/12 



3/1/12 



3/S/I2 



3/8/12 



3/15/12 



■3/15/12 



BLACK LINE 
ON ' 

ORIGINAL - 
NOT A 
REDACTION 



see 

REVERSE 
of r HIS 
PAGE 


EMPLOYEE^) SIGNATURE 


EMPLOYEE(S) NAME AND TITLE (Print or. Type) 

Slacey S. Degarmo, Investigator , 

Philip Kreiter, Investigator' ■ 

Almaris N. Aionso, Mlcrobiologisl ■ 

Thomas W. Nerney, Investigator 

Debra M. Emerson, Invesllqalor . • 


DATE ISSUED 


FORM FDA 483 (9/08) PREVIOUS EDITION OBSOLETE 


INSPECTIONAL OBSERVATIONS 
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DEPARTMENT OF HEALTH AND HUMAN SERVICES 

food and drug administration 

"district office address and phone number ~ ~~ — 

! Now England Olsiricf Office 1 Monlvale Ave, Stoneham, MA 02180 

Tef: |781) 587-7500 industry InlormaKon: wwJda,o.ov/oc /indListtv 
j NAME AND TITLE OF INDIVIDUAL TO WHOM REPORT IS ISSUED : r 



DATE(S) OF INSPECTION 

10/1-2, 10/4-5, 10/9. 10/15, and 10/26/12 



FEI NUMBER 
3003623877 



TO: . Barry J. Cadden, Owner 



' FIRM NAME : ~~ — 

New England Compounding Pharmacy Inc., d/b/a New England Compounding Center 



CITY, STATE AND ZIP CODE 

Framlngham, MA 01702 



STREET ADDRESS 

697 Waverly Street 



TYPE OF ESTABLISHMENT INSPECTED 

Compounding Pharmacy 



THSS BOCUMEfrT USTS OBSERVATIONS MADE 8Y THE F0A REPRESEHTATIVEjS) DURING TH E INSPECTIOH OF YOUR FACILITY THEY ARE MSPECTKWAI OMFRVATimw mn nn mat 
REPRESENT A FINAL AGENCY DETERMINATION REGARDING YOUR COMPLIANCE. IF YOU HAVE AH OS ECTioVfSS AN (^mSm^^mSnlSS^ 

| OR SUBMIT THIS INFORMATION TO FfJA AT THE ADDRESS A60VE. IF YOU HAVE AMY QUESTIONS. PLEASE CONTACT FDAAT THE PH0!£ ^ INSPECTION 

DUFMi'GAN INSPECTION OF YOUR FiflM WE OBSERVED: 



Location 


Resuit 


Result 


Date 




Bacteria 


Mold 




GRmisc2 {floor under barrel 


11* 





3/29/12 


against wall) 






S FLR (gown room/riear hooks) 


10* 





4/5/12 


7 FLR (gown room/entrance)' 





1 


4/5/12 


- GRmiscl (rubber flap over wheel 


9* 





4/12/12 


of rack) 






WallGR! (window sill side lo 


9* 





4/12/12 


middle room) 






GRmiscl (top of rack with 


12* 





5/10/12 


.bouffants) 






7 FLR (GR/entrance) 


2 ' 


I 


5/3I/J2 


S FLR (GR/near hooks) 


19*- 





5/31/12 


S FLR (GR/near hooks) 





13* 


6/28/12 


7 FLR (GR entrance) 


3 ■ 


3 ■ 


6/28/12 


GRmiscl (bottom ofbootiebin) 


V< of plate OG* 


I* 


7/26/12 


GRmlsc2 (bottom of mask bin) 


plale 3 A oversown* 





7/26/12 


■ S FLR (GR/near hooks) 


9* 


0- 


7/26/12 


GRmisc2 (front of 7-7.7 glove bin) 


OG* 


' i* 


S/2/12 


GRmfsc2 (loose bootie bin) 


.0 


Plated moid* 


8/2 VI 2 



(Clean Room 1) 



5 FLR (near crimp bench) 

6 FLR (near sink bench) 



6 FLR (near sink bench) 



MRmisci (dh20 gallon) 



Gown Room 
(Clean Room 2) 



Gown Room Fir 
Gown Room Fir 



Gown Room Fir 



- Prep Room 
(Clean Room 2) 



Prep Room Fir 



Miscfl2PR(top of radio) 



Misc: PR (Calcium chloride bin ) 
Prep Room Fir 




BLACK 
LINES ON 
ORIGINAL - 
NOT A 
REDACTION 



Note; (*) indicates result over action level; OG indicates over growth 



6/13/12 
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EMPLOYEE(S) NAME AND TITLE (Pthtl or Type} 
Stacey S. Degarmo, Invesligator 
Philip Kreiler, Investigator 
Aimaris N; Alonso, Microbiologist 
Thomas W. Nemey, Invesligator 
Debra M/Emerson, Inve'stloaior 
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DISTRICT OFFICE AOORESS AND PHONE NUMBER 
New England D/stricf OJiice 1 Montvale Ave, Stoneham, MA 02180 

Tel: (78 1) 567-7500 In dustry Information : www.fda.qov/ocflndusiiv 
NAME AND TITLE OF INfWint hi ta w,u nl ,'nm^ T w ' nqus "Y 



DEPARTMENT OF HEALTH AND HUMAN SERVICES 
FOOD AND DRUG ADMINISTRATION 



NAME ANO TITLE OF INDIVIDUAL TO WHOM' REPORT IS ISSUED 

TO: Barry J. Cadden, Owner 

FIRM NAME- - ~ ' : — — 

New England Compounding Pharmacy inc., d/b/a New England Compounding Cenier 



DATE(S) OF INSPECTION" 

10/1-2; 10/4-5, iO/9; 10/15, and 10/26/12 



FEI NUMBER 

3003623877 



CITY, STATE AND 2|p CODE 

Framfngham, MA 01702 



STREET ADDRESS 

697WaverJy Street 



TYPEOFESTABUBHMbNI INSPECTED 

Compounding Pharmacy 



lMPlEKEOT,COm E CIIV£*CnomiinESPO»SETOANo¥sEmAllO™S 
DURIMQ AN WSPECTIOH OF YOUR HUM WE OBSERVED: 

Tabie #3: Surface Samples of ISO 8 (Glass 100,000) Rooms 
Alert:8CFU Action: 10+CFU ■ 



Location 



Prep Room 
(Clean Room!) 



Misc. Prep room samples 
(shopping cart handle) 



Misc. Prep room samples (metal 
can) 




PR (carriage w/blue handle 
w/scratch murks) 



PR (carriage w/blue handle w/x) 



PR (outside of barrel) 



9 FLR (PR) (near; entrance) 



PR (blue tamper evident caps, 
bin) 



PRmisc2 (inside plastic cover to 
clear plastic bags)' 



9 FLR prep room (near entrance) 
10 FLR (PR) (under 2"> rackf 



PRMISC2(top oflid of white 
container under rack) 



10 FLR (PR) (back of room area) 



FLR (PR) (back of room area) 



9 FLR (PR) (entrance area) 



IQ FLR (PR) (back of room area) 



10 FLR (PR) (back of room area) 



9 FLR (PR) entrance urea | 4* 
Note: (*> indicates result over action level; OG indicates over growth 



16* 



OG* 



M plate OG* 



OG* 



00* 



20* 



12* 



2* 



15" 



1/26/12 



2/2/12 



2/2/12 



3/1/12 



3/8/12 



3/15/12 



4/5/12 



4/5/12 



■1/12/12 



5/24/12 



5/24/12 



5/31/12 



6/15/12 



6/15/12 



6/28/12 



6/28/12 



BLACK LINE 
ON 

ORIGINAL - 
NOT A 
REDACTION 



Location 



Table #4: Air Sampling of ISO 6 (Class 1 ,000) R ooms 

ri « . ' "1 " — "™ — 1 



Middle Room 
(Clean Room 2) 



Middle room 




BLACK LINE ON 
ORIGINAL - 
NOT A 
REDACTION 
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FORM FDA 463 (9/08) PREVIOUS EOIT10N OBSOLETE 



EWPLOYEE(S) NAME AND TITLE (Print or Type} 
Stacey S. Oegarmo, Investigator 
Philip Kreiter, Investigator 
Almaris N. Alonso, Microbiologist 
Thomas .W. Nemey, Investigator 
Debra M. Emerson, Investigator 
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DEPARTMENT OF HEALTH AND HUMAN SERVICES 
FOOD AND DRUG ADMINISTRATION 



DISTRICT OFFICE ADDRESS AND PHONE NUMBER 

New England Olslricl Office 1 Montvale Ave, Sloneham, MA 02180 

Tel: (781)587-7500 Industry information: www.fda,g,ov/oc/indiJStry 



NAME AND TITLE OF INDIVIDUAL TO WHOM REPORT IS ISSUBO 

TO: Barry J. Cadden, Owner 



DATE(S) OF INSPECTION 

10/1-2, lOrt-S. 10/9, 10/15, and 10/26/12 



FE I NUMBER 
3003623877 



FIRM NAME ; ' ~~ 

Wew England Compounding Pharmacy Inc., d/b/a New England Compounding Center 



CITY. STATE AND ZIP CODE 

Framingham, MA 01702 



STREET ADDRESS 

697 Waverfy Street 



TYPE OF ESTABLISHMENT INSPECTED 

Compounding Pharmacy 



THIS DOCUMENT LISTS OBSERVATIONS MADE BY THE F0A REPRESENTATIVES) DURING THE INSPECTION OF YOU R FACILITY THEY ARE INSPECTION At fflSFffl/ATKM* tun nn urn 
REPRESENT A FINAL AGENCY DETERMINATION REGARDING YOUR COMPUANCE. iFYOURWEANC^ECm 

IMPLEMENT, CORRECTIVE ACTION IN RESPONSE TO AN OBSERVATION, YOU MY DISCUSS THE OBJECTION OR ACTION WlTHTHE S SSwSSk^PP^U 
OR SUBMIT THIS INFORMATION TO fDk AT THE ADDRESS ABOVE. IF YOU HAVE ANY QUESTION'S, PLEASE CONTACT FDAAT THE f TO INSPECTION 

DURING AN INSPECTION OF YOUR f IBM WE OBSERVED; 

Table #5: Air Sampling of ISO 7 (Class 10,000) Rooms 
Alert: 5 CFU Action: 8+ CFU 




BLACK 
LINES ON 
ORIGINAL - 
NOT A' 
REDACTION 



Note: (*) indicates result over action level 



Table #6: Surface and Air Sampling of ISO 5 (Class 100) Clean Room 2 



Local ion 


Sample 
Type 


Result 
Bacteria - 


Result 
Mold 


Date 


Table i (near Horiz L 
& R hoods) 


Surface 





3 


1/26/12 


Table 1 (near Horiz L 
- & R hoods) 


Surface 


1 


1 


5/2/12 


Between Horiz L & 
. Horiz R 


Air 


I 


1 


7/25/12 



There was no investigation conducted by the firm when levels exceeded their action limits and there was no identification of the 
isolates. No documented corrective actions were taken to remove the microbial contamination (bacteria and mold) from the 
facility. 
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EMPLOYEEfS) NAME AND TITLE (Print or Type) 
Slacey S. Degarmo, Investigator ■ 
Philip Kreiler, Invesllgator 
Atmaris N. Alonso, Microbiologist 
Thomas W. Nemey, Investigator 
Debia M. Emerson, invesliaator 


DATE ISSUED 

'! h';|iD- 


FORM FDA 483 {9/08} PREVIOUS EDITION OBSOLETE 
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DEPARTMENT OP HEALTH AND HUMAN SERVICES 
FOOD AND DRUG ADMINISTRATION 



OlSTfllCT OFFICE AODDSSS AMD PHONE NUMDER 

New England District Office 1 Montvafa Ave, Stoneham, MA 02180 
Tel; (781} 587-7500 Industry Information: WMV.fda.qov/oc/irjdustry 


OATEJS) OF INSPECTION . 

(0/1*2. 10/4-5, 10t9, (0/15. and 10/28/12 

FEI NUMBER 

3003623877 


NAME ANO TITLE OF INDIVIDUAL TO WHOM REPORT IS ISSUED 

TO: Barry J. Cadden, Owner 


FIRM NAME 

New England Compounding Pharmacy Inc., d/b/a New England Compounding Center 


STREET ADDRESS 

697 Waverfy Street 


CITY, STATE AND ZIP CODE . 

' Framingham. MA 01702 


TYPE OF ESTABLISHMENT INSPECTED 

Compounding Pharmacy 



THIS DOCUMENT USTS OBSERVATIONS MADE BY THE FDA REPRESENTATIVES) 0URIHQ THE INSPECTION OF YOUR FACILITY. THEY ARE INSPECTIONS OBSERVATIONS. ANO DO NOT 
REPRESENT A RNAl AGENSY DETERMINATION REGARDING YOUR COMPLIANCE. IF YOU HAVE AN OBJECTtOH REGARDING AN OBSERVATION, OR KMlE IMPLEMENTED, OR PLAN TO 
IMPLEMENT. CORRECTIVE ACTION IN RESPONSE TO AN OBSERVATION, YOU MAY DISCUSS THE OBJECTION OR ACTION V/lTH THE f OA REPRESENTATIVES) OURIIJS THE INSPECTION " 
OR SUBMIT THIS INFORMATION TO FDA AT THE AD DRESS ABOVE. IF YOU HAVE ANY QUESTIONS, PLEASE CONTACT FDA AT THE PHONE NUMBER ADD ADDRESS ABOVE. 



DURING AN INSPECTION OF YOUR FIR'/ WE OBSERVED: ' ' 

4. The environmental monitoring procedure requires sampling via personnel touch piales taken upon completion of sterile 
compounding and prior lo cleaning. Records from January thru September 2012 for Clean Room 3 and Clean Room 2 showed 
the following results inside production hoods: 



Table ffl: Clean Room I and Clean Room 2 Facility Personnel Touch Plates 



Dnfe ■ 


Isolates 


Location 


Protiuct 


1/3/12 


OG with bacteria 


. Horizontal 1 
(Clean Room 1) 


Avastin 


4/12/12 


00 with bacteria 


IT/Hood 3 
(Clean Room 1) 


Product not 
documented 


6/15/12 


1 bacieria, 1 moid 


Horizontal 2A 
(Clean Room I ) 


Ropiv/Kctor/Epl 


6/21/12 


2 bacieria . 


Horizontal R 
(Clean Room 2) 


Product noi 
documented 


7/2/12 


l /i piate 00 with bacteria 


Horizontal L 
(Clean Room 2) 


Product not 
documented 


7/19/12 


1 bacierio, 2 molds 


Horizontal 2C 
(Clean Room 1) 


Mafenide Acetate 


7/31/12 


2 bacteria 


Horizontal 2 A 
(Clean Room 1) 


KCI/Lido/D5W 


8/16/12 


2 bacteria 


Hood 3 (glovebox) 
(Clean Room 1) 


Ace 2Q9&, Ped Atropine 



Note: OG indicates over growth 



These results were not investigated and there was no identification of the isolates. There were no product impact assessments 
performed for any sterile products that were made in the hoods or gloveboxes on (he days the samples were taken, fn addition, 
the firm has no evidence that any corrective actions were taken to prevent contamination of-the sterile drug products. 



5. The conditions listed below were identified during the inspection in areas used for the preparation, filling, and/or storage of 
sterite drugs products. 

• On 10/04/2012, wfLp^rwH^ndensation and what appeared to be tarnished discoloration oh the interior surfaces (e.g. 
chamber) of the'g||y^|2gautoclave'\ located in the firm's Middle Room (ISO 7). This autoclave is used for the 
steam sterilization of formulated bulk drug suspensions, including preservative free formulations of 
methyl prednisolone and triamcinolone, which are intended for injection. Of note, this is the final sterilization step in 
the process for these products. * ■ 
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of mis 
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EMPLOYEEfS) SIGNATURE 

f|\e£^' ,tV..i.Ui„-;'' . LiW'J'V/vrv/ 
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EMPLOYEES) NAME AND TITLE" (Printer Type) 
StaceyS. Dega/mo, invesligalor 
Philip Kreitef, Investigator 
Almarls N. Alonso, Microbiologist 
Thomas W. Nemey, investigator 
Debra M. Emerson, Investigator- 


DATE ISSUED 
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DEPARTMENT OF HEALTH AND HUMAN SERVICES 
FOOD AND DRUG ADMINISTRATION 



DISTRICT OFFICE-ADDRESS AND PHONE NUMBER : — : — ' 

New England Dislricl O/fice j Montvafe Ave, Sioneham, MA 02180 

Tel: (781) 587-7500 In dustry Information: vww. fda.nw/nft/mrfiiciiy 



NAME AND TITLE OF INDIVIDUAL TO WHOM REPORT IS ISSUED 

TO; Barry J. Cadden, Owner 



OArC(S) OF INSPECTION ~ — 
10/1-2, 10/4-5, 10/9, 10/16. and 10/26/12 



FEI NUMBER 
3003823877 



FIRM NAME 



New England Compounding Pharmacy Inc., d/b/a New England Compounding Center 



CITY, STATE AMD ZIP CODE 
Framingham', MA 01702 



STREET ADDRESS 

697 Waveriy Street 



TYPE OF ESTABLISH MbNT INSPECTED 

Compounding Pharmacy 



l»*EMEMT;COI»ECIIV£A<^INnESPON^^ 
0« S UBM,r™ S ««TO f OAAT,HE™»ESSABK^^ 

DURING AN IHSPECTWH0F Y0URHPM WE OBSEflVED: 

' S J^ /2 ,° l ■' W * r bSeFV , e ? g u^ Sh yCU0W disco!oratiofl «"»«g-|he- interior surface of the viewing lens within the . 
Z£2 Z ' m f,rm l S Midme R °° m (1S ° 7): This is one of iwo tabiet °P ««*hves used for steam 
Z^S^^Sr* CqUiPmem <? ° f n,U, ' iple spi, bars) used in the 

' ? r V,°Z1^n T- ,°^ erVed , wha I t n PP eared 10 '"""bed discoloration on the interior surfaces (e.g. chamber and 
Z t 1 . U * m0C a ^ ^ * " ' he firm ' S MiddIe R °° m (1S0 ^ Moreov ^ condensation was observed 

52! T T ° UtS de am ° CiaVe 10 C0lleCt in a P° 01 Iif the bass of " * e <*»'»*er. This is one of two 

table.op autoclaves used for steam sterilization of various-components and equipment (e.g. vials of multiple sizes 
stoppers, and spin bars) used in the formulation of sterile drug products. 

• The firm is abutted to the rear and along the left parking area by a recycling facility that handles such materials as 

trucks) producmg mrborne pantcutates (e.g. dust). Rooftop units serving the firm's H VAC system were est ma ed to 
be located approximately 100 feet from the recycling facility. "umaiea to 

* P" I0 ^/2012 we observed what appeared to bedarMarUculate and white, filamentous substances covering the ' 
louvers of an HVAC return located behind tf»-'HBfi»or^^, located in the firm's Middle Room «SO 7) 

fo™ 2 r f ' S U l d l° r f T" Ste , riIizmi0n 6f f ° rmUlated bUlk dn * suspensions, including preservative fa* 
formulations of methylprednisolone and triamcinolone, which are intended for injection. 

. On 10/02/2012 and jOAM/2012, we observed yellow residue lining the rear return of Weigh Station 2 Hood and : 
green* residue lining the rear return of Weigh Station 3 Hood, both located in the firm's'lSO 6 Clean Room The 
Tg P re Pa Vario I °° * * ™* ^ other ™ -^als utilized in the formula*" ol erile 



(b)(4) 



On 10/04/201 2 we observed greenish res.due covering the surface of the gQt^ eilin,. exposed to th*™ 
niter above, wuhin Weigh Station 3 Hood located in the firm's ISO 6 CleKo^he firm uses Weigh™ 
Hoods to weigh act.ve ingredients and other raw materials utilized in the formulation of sterile drug preparations 



? U l ^ ^BaaS!m d whot appCilred 10 bc ,<1rTlisf,ed d i*»'°raiion on the int erior surfaces (e.g. chamber and 
trays, oi theflUB|lfl| located in the firm's Prep Room (ISO 8).. ThfaHffiBn*. used to s^Hze equipment 



(e.g. beakers, spatulas, and spoons) used in the formulation of sterile dnnj products. 
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FORM FDA 483 (9/08) PREVIOUS EDITION OBSOLETE 



EMPLOYEEfS) NAME AND TITLE (Print or Type} 
StaceyS. Degamio, Investigator 
Philip Krelter, Investigator 
AlmarisN. Alonso, Microbiologist 
Thomas W. Nemey, Investigator 
■Dobra M. Ernatson; Investigator 
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DISTRICT OF HCfc AOflRESS AND PHONE NUMBER 

New England DJslficI Office 1 Monlvale Ave, Sloneham, MA 02)80 

ZfiPfyj-?!' 7600 IntJuslfy Information: www .frfa n ™/™ii^ r < r . 

NAME AND TITtg OF INDIVIDUAL TO WHOM REPORT IS ISSUED 



DEPARTMENT OF HEALTH AND HUMAN SERVICES 
FOOD ANO DRUG ADMINISTRATION 



DAIE(S)OF INSPECTION " 

10/1-2, 10/4 5, Kfp, 10/15, and 10/26/12 



FEI NUMBER 
3003623877 



TO: BarryJ. Cadden, Owner 



FIRM NAME . ~ : ■ 

^JEgg^— — — _2° Phaf " 1ac y ln °- ««• n ™ E"9 W Compounding Cen.er 



STREET ADDRESS ' ~ 

697 VVaverty Street 

TYPE OF ESTABLISHMENT INSPECTED" 

Compounding Pharmacy 



CITY, STATE AND ZIP CODE 

Framfngham, MA 01702 

IMPLEMENT, CORRECTIVE ACTION IN RESPONSE TOAHC^ERVAJlOf'/ TOU^AY ffi/r(R^r(^^!a?^r^ REDOING ANO8SERVATI0N. OR MVE l^lEMEHtEO OR^U^TO 
DURING AN INSPECTION OF YOUfl FIRM WE OBSERVED: ■' AwJKt&bAbOvt, 

debris and thick black, ^Sm^^nT^^SIT^ ***** '° be £ ° iied wif h lhick white 

.he Prep Room (ISO 8 and Ih/warcrTol ^J^l^u. ^J»f^. located at .he transition between 
equipment and includes ihe^ffiM P § * CW Thl " S f00m is used for ,he Preparation of 



On '^O^O^.themckymaliocatcdwitMntheenLrajiceofthePreDRmmriQnsi « t ,h , ■■ 

wasobserved to be brown and soiled This room i< ,«*Hr«r T P , 8) ' ° E ^ ,rans,Li0 ' 1 10 ihe wrehouse, 

gg£gfi S0Iiea - 1 hls room 15 used for the preparauon of equipment and includes theggjJJ| 



wiilun the ISO 6 Clean Room was observed m 1^7^ t J Clean Room - Moreove ^ ihe metal ledge, 



t -vice, at 

ISO 6 Clean R„o m ,o f o rMfl f e „ d r„, Lile ^t,^ X^_r 1 "' ^ 
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form FDA -183 (9/oB) previous edition obsolete 



tMPLOYEE(S) NAME AND TITLE (Printer Type) 

Slacey S. Degarmo, Investigator 
Philip Kreiter, Investigator 
Almaris N. Alonso, Microbiologist' 
Thomas W, Nemey, Investigator 
Debra M. Emerson. Inveslloaior 



DATE ISSUED 
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Ameridose, LLC- 

Application for a New Store - 50 Fountain 
Street (2006) 






The Commonwealth of Massachusetts 
Executive Office of Health and Human Service 
Department of Public Health 
Division of Health Professions Licensure 

Board of Registration in Pharmacy 
239 Causeway Street, Suite 200, 2 nd Floor 

Boston, MA 02114 
(800) 414-0168 (office) / 61 7-973-0983 .(fax) 

http://wvyw.mass.gov/reg/boards/ph 

APPLICATION FOR A NEW STORE 




MTT ROMNEY 
GOVERNOR 

KERRY HEALEY 
LIEUTENANT GOVERNOR 

TIMOTHY R. MURPHY 
SECRETARY 

PAUL J. COTE, JR. 
COMMISSIONER 

DIRECTOR 

APR 2 5 2006 

BOARD OF 
PHARMACY 



I hereby apply for a permit to operate a store for the transaction of retail drug business in accordance with the provisions 
of Chapter 1 12, General Laws. 

$351.00 licensure / application fee. Make check or money order for $351.00 payable to the Commonwealth of 
Massachusetts. This fee is non-reftmdable. 

1. Legal Name of Business. Aineridose, LLC 

2. Full Business Address (Street Address, City, State, and Zip). 50 Fountain Street, Frammgham, MA 01702 

3. Area Code and Telephone Number. 508-656-2653 

4. All trade or business names ("D.B.A names) used by same Corporation or by License. Aineridose, LLC 

5. Type of ownership or operation (i.e., sole proprietorship, partnership, corporation). Limited Liability Company 
(LLC) 

If corporation, please submit articles of corporation. Please see Attachment "A" 

5. Names(s) and Social Security Number(s) of the owner(s) and/or operators) of the licensee. Please 
indicate type of ownership - Partnerships: the name of each partner and name address of partnership; 



T 



Corporations: the name and title of each corporate officer and director, the corporate names, name and 
address of parent company, if any, and the State of incorporation; Sole Proprietorship: the name of the sole 
proprietor and the address of the business entity. Please see Attachment "B" 

7. Name of registered pharmacist charged with the management of the pharmacy. Sophia Pasedis, RPh, PharmD. 

8. Registration number of above manager. 20217 

9. Name(s) and registration number(s) of staff pharmacists) employed at pharmacy. Sophia Pasedis, RPh, PharmB. 

10. Have any of the applicants) and/or managers-in-charge had: 1) any convictions related to the distribution 
of drugs (including samples); 2) any felony convictions; 3) any suspension^) or revocation^) or other 
sanctions) by federal, state or local governmental agency of any license or registration currently or previously 
held by the applicant or license for the manufacture, distribution, or dispensing of any drugs, including controlled 
substances? NO 

Have any applications for licensure been denied by any federal or state agency including any 
state board of pharmacy? NO 

List and explain. Attach additional sheets if necessary. N/A 

1 1 . The applicant/licensee must notify the Board in writing of any changes in ownersliip or management within 
thirty (30) days of such change(s). 

12. Social Security Number (Mandatory) JHHHHD 

Pursuant to M.GX. c. 62C, s. 47 A, the Division of Registration is required to obtain your social security number 
and forward it to the Department of Revenue. The Department of Revenue will use your social security number 
to ascertain whether you are in compliance with the tax laws of the Commonwealth, 



- List any Ucenses/certifications you hold in the United States or any country or foreign jurisdiction and the 
state/jurisdiction from which the license/certification was originally issued. Please attach a certificate of standing 
from each state or jurisdiction in which you are licensed/certified, indicarmg the status of your license and any 
relevant disciplinary information. Massachusetts Registered Pharmacist license #20217, Attachment "C." 

14. Has any disciplinary action been taken against you by a licensing/certification board located in the United States 
or any country or foreign jurisdiction? Yes: □ No: X 

If yes, please state the details (use a separate sheet if necessary). N/A 

15. Are you the subject of pending disciplinary actions by a licensing/certification board located in the United States 
or any country or foreign jurisdiction? Yes: □ No: X 

If yes, please state the details (use a separate sheet if necessary). N/A 



16. Have you ever voluntarily surrendered or resigned a professional license to a licensing/certification board in the 
United States or any country or foreign jurisdiction? Yes: □ No: X 

If yes, please state the details (use a separate sheet if necessary). N/A 

17. Have you ever applied for and been denied a professional license in the United States or any country or foreign 
jurisdiction? Yes: □ No; X 

If yes, please state the details (use a separate sheet if necessary). N/A 



18. Pursuant to Board Regulations at 247CMR 5 6.01(3), The Board shall not register nor permit ownership of 
. a pharmacy or pharmacy department by a- practitioner with prescriptive privileges. By signing this 
application the applicant certifies that none of the owners, directors or officers have prescriptive privileges. 

Affidavit (must be completed and notarized)' 

Pursuant to M.GX. c. 62C, s. 49A, I certify under the penalties of perjury mat I, to the best of my 
knowledge and belief, have filed all state tax returns and paid all state taxes required under law. 

The applicant certifies that each person employed in any prescription drug distribution activity has the education, 
training, and experience, or any combination thereof, sufficient for that person to perform the assigned functions h 
such a manner as to provide assurance that the drug product quality, safety, and security will at all times be 
maintained as required by Jaw. ' . 

I hereby state that I am the person authorized to sign this application for all licensure; that all statements are mis and 
correct in all respects and are made undexthe-^enalties of perjury. 




. ■ Signature of pharmacist who is tcdnanage the pharmacy or pharmacy department 

ApriJA2Q06 

Date ." ' 




octal Security' Number of the Manager of Record 



Sworn and subscribed before mc thi s / ^/4"V^ day of . flprH , rl(T)(_o 
My commission expire s Ini / & / /(^ (M C> . QqccuL >fe g- \ 




1 Nojary Public 

To be completed by the Board: Check $ l>jrf T)oi eJ$-/(!> $ Number 




Date Assigned: 09/27/2007 Inspection SUrt Date: 12/07/2007 Inspection End Date: 12/10/2007 

FirmJNamc & Address: - Ameridose LLC , 50 Fountain St Framingham, MA 01702-62) I US 
I ^j^iling Address: 

FEI: 3005881 167 JD/TA: 13 County: MIDDLESEX Est Size: 25,000,000 - 49,999,999 

Phone: (508)656-2653 District: NWE-DO Profiled: Yes 

Conveysttcc Type-: % Tr.ttrs'.tfe: 90 Inspections! Responsibility: Field 



Endorsement 

PURPOSE;An inspection of this firm was conducted with investigators Massachusetts Board of Pharmacy as directed by the May 22, 
2007 Inspection Request from HFD-3 17 Div of New Drugs and Labeling Compliance under PAC 56D015 and FACTS 

HIsTc^yfvhe fLn, a limited liability corporation, opened in Jufy, 2007 and drug registered with USFDA, stamped July 13, 2006, as 
repacker and other of sterile and nonstcrile mixtures and Admixtures. The firm reregistered June 15, 2007. The firm was told to get a 
State of Mass .Drug Manufacturers registration which it did dated June 6, 2007. The firm is also registered in Massachusetts as a retail 
" pharmacy, and has DEA Licenses as a manufacturer and retail pharmacy for controlled substances. Mr, Barry J. Caddeh, Director, and 
Mr. Gregory Conigliaro, Genera! Manager, are listed on the drug registration under owners, partners or office^. 
CURRENT FINDINGS: This is the initial inspection of the firm and is a fact finding inspection where 28 Pharmacy Compounding 
/ stions were asked of management and an inspections! tour of the facility was made to determine the firm's operations and its 
\ •fence toUSP 797, the Food Drag and Cosmetic Act, and Compliance Policy Guide Section 460.200 Pharmacy Compounding. 
Winspection revealed that the firm has made over 610 Lots of products and 38 batches of products of Admixtures for hospitals and 
packaged them into IV bags, syringes and vials since they opened in 2006. The articles the firm mainly orders for its operations are: 
sterile actives diluents bags, and syringes for their compounding and manufacture of admixtures operations. Some packaging is also 
done in cassettes and vials to accommodate the instruments used in some hospitals. They have ordered 15 different nonstenle powders 
which they reconstitute into large volume sterile stock solutions that are finished product tested and then used in Admixtures made for 

x>'""|feof Observations was issued at the conclusion of the inspection; however, a discussion was held at which time 1 discussed the 
|( ■ -rmula Worksheets (batch records). and their content, SOPs, a reject bin containing labels, validation and verification of 32 
diTKRmt single ingredient and combination products.annual stability tests required on products, and annual product reviews. 
ACTION ON PREVIOUS DEFICIENCIES :N/A 
ACT10N:NAI. Refer to HFD-3 1 Pharmacy Compounding Survey. 

Distribution: O: NWE/DO CF (w/cx); cc: HFD-3 1 (w/ex), FMD-145 (Compi), e/s: SAS,RHP,GJH, RF. 
Endorsement Location: FACTs and NWE/DO CF 



Inspector Name 
Richard H Tenia 



Date & Time of Signature 
01/16/2008 02:02 PM ET 



Supervisor Name 
Gary J Hagan 



Datc& Time of Signature 
01/22/2008 09:24 AM ET 
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^•FEt:30058SI167 

~" b^amc & Address: 

ffet! Firm FEl: 




Inspection Start Dale; 12/07/2007 Inspection End Date: 12/10/2007 

AmeridoscLLC , 50 Fountain Si Framtngham, MA 01702-621 i US 



Name. & Address of Related Firm: 



Rc-jirlrfliOLi Type 
. DRG Drug 



Registration Dates 
04/01/2037 O5/03/2006 



Establishment Type 
M Manufacturer 
R Rep acker/Packer 



Industry Code 

65 Human and Animal Drugs 
60 Human and Animal Drugs 



District Use Code; 




(■ • > 




-.*1WPr01/22/200S 
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KEI: 300588 IJ 67 




Inspection Start Date: 12/07/2007 Inspection Knd Date: 12/10/2007 

Fis*», Name & Address: Ameridose LLC , 50 Fountain Si Franiihgham, MA 01 702-621 1 US 



nis.|ji-ctioii Basis: Surveillance 

Inspected Processes & District Decisions 

Products 

VA.C Establishment Type 1' recess 

56D015 Manufacturer 65 D C N 

Final District 

Decision? Decision Dete District Decision Type 

01/10/2008 No Action Indicated (NAI) 

Remarks: 

Final District 

Decision? Decision Date District Decision Type 
Y 03/22/2008 No Action Indicated (HA1) 

n emaii<s: 



!>fQFA Reschedule Rc-Fiupcc(ifin 
Insp Date Priority 

District Decision 
Made By 
Pcnla, Richard H 



District Decision 
Made By 
Hagan, Gary } 



PAC Establishment Type 
S6D015 Manufacturer 



Products/ 
Process 
65 R C 



N 




Final District 

%Lon? Decision Date District Decision Type 
01/14/2008 Mo Action Indicated (NAT) 

Remarks: 

Final District 

Decision? Decision Dale District Decision Type 
Y 01/22/2008 ' No Action Indicated (NAl) 



MQSA Reschedule Re-Inspection 
Insp Date Priority 



.District Decision 
Made By 
Pent a, Richard H 



District Decision 
Mode By ' 
Hagan, Gary J 



FnrpecCion 
Conclusions 
No Action Indicated (NAI 

Org Name 
NWE-DRUGS 



Org Name 
NWE-DRUGS 



Inspection 
Conclusions 
No Action Indicated (NAI 

Org Name 
NWE-DRUGS 



Org Name 
NWE-DRUGS 



Remarks: 




f OJ/22/2008 
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FEI: 3005881 167 





Inspection Start Dale: 12/07/2007 Inspection End Date: 12/10/2007 

tesName & Address: Ameiidose LLC , 50 Fountain St Framingham, MA 01702-621 i US 



ucts Covered 



Product Code Est Type 
65 1) C N 06 Manufacture! 

65 11 C N 14 Manufacturer 



Description 

Oxytocin (Injection) (Oxytocic); Humen - RxASingle 
Ingrtditiu; Luce Volume rtremcnj >-« lOOml 
Potassium Chloride (Replenisher); Human - Rx/Singte 
Ingredient; Large Volume Parenteral >-]00ml 



Assignees Accomplishment Hours 

Employee Name Position Class Hours Credited To PAC 

Penta, Richard H INV NWE-DO 56D015 

Penta, Richard H INV NWE-DO 56D0I5 



Establishment Type 
Manufacturer 

Manufacturer 



Additional Product 
Description 



Process 
65 D C N 

65 R C N 



Tots! Kours: 



Hours 
56 

15 
71 



( 




Woinmboh 
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FEI: 3005881167 Inspection Start Date: 12/07/2007 Inspection End Date: 12/10/2007 

!|Name & Address: Amcridosc LLC , 50 Fountain St Frammgham, MA 01 702-62 M US 




Inspection Result 



EiR Location 
Turbo & KWE/DO CF 

Inspection Summary 



Trips Num 



LB Suggested Actions 
Action Remarks 



Referrals 
Org Name 
"OER-DNDLC 



Moil Code 
HFD-310 



Refusals 

Inspection Refusals: No refusal 



Spviiles Collected 
\ . ■■! Number 



Remarks 

Compounding Pharmacy Survey 



Recall Numbers 
Recall Number 



Related Complaints 
Consumer Complaint Number 



FDA 483 Responses 
483 Issued?: 483 Location: 



^ ponsc Type 



Response Response 
Mode Date • Response Summary 



01/22/2008 
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■ The .Commonwealth of Massachusetts ■ 

Executive Office of Health and Human Services 
' Department of Public Health 
Division' of Health Professions Licensure 
.239 Causeway Street, Suite 200 . 
.Boston; MA 02114 

Office' of Public Protection ■ 
(617) 973-0865 Fax (617) 973-0985 TTY (617)~973-0895 

■ INSPECTION REPORT 



Date of Inspection mJlI^^^ ^g- No.^^J^_^P ira ^ on Date 
Purpose of- Inspection . New Location j^^Relocation PnrrmlWe. 



Compliance_ 
Docket No. OR Staff Assignment No. 

Corporation Name : — . — — 

Pharmacy DBA Name ^/^&^J_ X r^^, . L^LCL 



Store No. 



Address J&^ij!^^^ ' 
Telephone No. gflg~ g?/) -*(.ZZ. ^x^^B^^A^d^ 

Manager nf ttP^.S&tie.^ f&zs^f Reg. No. ; /73o^_ . 

HPharmaey'DEA-Registratkn -No-, -and Socp.ir,atu3n J).ate ..JpSyx^ioJ^.. , 

Pharmacy Hours. Daily ' - S Saturday^ 



Sunday 



Practice Setting Community Chain _____ With Drive-thru Window 

• ' Community Independent • 'Specialty Long Term Care 



Daily Pharmacy Volume Less than 100 



100 to 500 



Above 500 ' 




Staff Pharmacists fNamcs and fefofratipn Numbers) 



p^h^^^^te^T(Names and Registration Numbers) 

Pharmacy Technicians (Names, Registration Numbers and Certification Status) 

r~r@&. ■ ■ 

Other Pharmacy Support Staff and Trainees (Names and positions) 
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SECURITY - 247 CMR 6.02 and CFR 1301.75(b) • 


YES 


NO 


ADEQUATE SECURITY SYSTEM ■ ' " 






EVIDENCE OF SECURITY CAMERAS . . 






SECURITY BARRIER SEPARATES PHARMACY DEPARTMENT 






PROCEDURE FOR ABSENCE OFPHARMACIST 






CONTROLLED SUBSTANCES ARE LOCKED IN A SECURE CABINET 






"CONTROLLED SUBSTANCES ARE DISPERSED THROUGHOUT GENERAL INVENTORY 


■J* 




LOSS OR THEFT OF CONTROLLED SUBSTANCES (DBA FORM !06) REPORTED TO THE BOARD 






SECURITY/ACCESS TO PHARMACY RESTRICTED TO AUTHORIZED PERSONNEL 






COMMENTS: r— ^ / • • 




YES 


NO 


COPIES OF PHARMACIST LICENSES ARE POSTED AND CURRENT - - 






COPIES OF TECHNICIAN REGISTRATIONS ARE CURRENT AND AVAILABLE 






PROCEDURES IN PLACE TO MAINTAIN PATIENT CONFIDENTIALITY WITH REGARD TO DISCARDS 
PRESCRIPTION INFORMATION {e.g. SHREDDER) ■ 






COMMENTS: ' ^ ^ ~^>s^ j . ■ . 


STANDARDS FOR/PRESCRIPTION LABELING AND FORMAT 
M G.L. c. 94C, § 21 and C3VIR 721.000 


• YES 


HO 


'~FHAR^4AGFST4NIT]ALS^N-LABEL-AND5ERLALNO^.0F.Rx.._ — 






"BEYOND USE" DATE IS SHOWN ON LABEL 






INVENTORY LABELED WITH BRAND, OR GENERIC NAME AND M ANUFACT^^TRfcNGTH. LOT 
NUMBER EXPIRATION DATE. OR INTERNAL CONTROL NUMBER WHICH REFERENCES . 
MANUFACTURER AND LOT NUMBER USED 






LABEL COMPLIANT WITH INTERCHANGE 






PRESCRIPTION CONTAINS AELREQUIRED -INFORMATION . 






"ORAl LY COMMUNICATED PRESCRIPTIONS ARE IMMEDIATELY DOCUMENTED 






COMMENTS r-. -n. ' ~N 1 

' _;_ ._ O : — - '-J 


OUTDATED ITEMS/RETURN TO STOCK 


YES 


NO 


" QUARANTINE AREA FOR CONTROLLED SUBSTANCE RECALLS OR EXPIRED PRODUCT _ 
SEGREGATED FROM CURRENT INVENTORY 






COMMENTS <■ \ ^ ^) _ . 



CONTROLLED. SUBSTANCE RECORDS/EDT 
. 21 CFR PART 1300 - 130.8 and 247 CMR 5.00 ■ 


YES 


NO 


PRESCRIPTION RECORDS ARE ON SITE AND READILY RETRIEVABLE FOR 2 YEARS 
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CONTROLLED SUBSTANCE RECORDS/EDT 
21 CFR PART 1300 - 1308 and 247 CMR 5.00 (continued) 


YES 


NO 


TWF I. AST niKNNI A I-.TNVKNTORY COMPLETED ■ 0.r£>~> AND SHOWS BEFORE OPENING OR 
AFTER CLOSING 






POWER OF ATTORNEY GRANTED TO PERSONS SIGNING DEA FORM 222 AND READILY AVAILABLE 






pn\vpn np ATTT?n>JPV FnRMFOR DEA FORM 222 GRANTED TO: ' VlO^ 






COMPLETE RETURN AND DESTRUCTION RECORDS OF CONTROLLED SUBSTANCES READILY 
AVAILABLE . 






m/^Dz-'O.iPv r Ti DB^cr-DTPTinxi pprTlPPiQ APF fDK/iPTFTP AND PROPERLY FILED 






or^iJcrM 11 c li T)Dcer , E>iDTTn\i tiata tr A W Q)ufTTTFn RV rfVMPl i I'FR ON TIME ("EDT1 






y^t?>,vi-r) a t -Dnr-rw r\ vccDfxifl a I iTUntHTV FIT PF1 WITT-! HF A 






n r-. nontD rnnvip PIT T CT1AI1T PAXifPT PTF1 V TNfl TlnTWfi DA TP AND OUANTITY RECEIVED 






CI) ORDER FORMS .RECONCILED SATISFACTORILY 






CJILV INVOICES RECONCILED SATISFACTORILY 






DAILY REPORTS ARE AVAILABLE, VERIFIED, AND SIGNED BY ALL PHARMACISTS INVOLVED 






CH PERPETUAL INVENTORY RECONCILED WITHIN 10 DAYS- 






COMMENTS ■ _ 



TRANSFER OF PRESCRIPTIONS - 247 CMR 9.02 



CORRECT TRANSFER RECORDS ARE MAINTAINED AND READILY AVAILABLE 



"DAILY REPORTS ARE AVAILABLE, VERIFIED AND~sTGNED BY ALL PHARMACISTS INVOLVED 



TATiENTTRUFlTJE'S SRFMAINTAINECr 



YES 



.NO 



COMMENTS 




EQUIPMENT and REFERENCE SOURCES - 247 CMR 6.01 


YES 


NO 


rnWPIfTFR SflFTWARF. NAME: f ^ 






TORSION BALANCE AND WEIGHTS SEALED DATE fjj_0_& 






COMPOUNDING LOG MAINTAINED 






APPROPRIATELY SIZED SAFETY CONTAINERS AVAILABLE AND USED ROUTINELY ( ) 6 CFR 1 700) 






"CURRENT pOPY OR E-VERSION OF APPROPRIATE COMPENDIA REFERENCE AVAILABLE . 






CURRENT COPY OR E-VERSION OF MA BOARD OF PHARMACY REGULATIONS AVAILABLE 


■ W 




CURRENT COPY OR E-VERSION OF MA LIST OF INTERCHANGEABLE DRUGS AVAILABLE 






COMMENTS '^"^"X 
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f^nxr^TWTinTTQ ottat TTV TMP^R O WMENT (CO'F) PROGRAM 

UAJUli x Kit-bA 1 JtLJL^ ib YjtiiN xo ^Ivc/j - ah- / V-avxxx x-j.uv 


YES 


NO - 




CURRENT COPY OR E-VERS10N OF CQ1 PROGRAM AVAILABLE 






QRE RECORDS (2 YEARS) ARE MAINTAINED IN AN ORDERLY MANNER AND FILED BY DATE 


IS* 




PHARMACY PROVIDES. PERSONNEL WITH ONGOING CQI EDUCATION AT LEAST ANNUALLY 






POLICY AND PROCEDURES ON SITE RELATED TO THE HANDLING OF MED3 CA'l ION iiKXUKS 






COMMENTS 


X jL\. X JJliXl X UJlOX/X/AIl VI 

• 247 LMK o.Ux and y.U/; lVx.br. Lj. c. $ ai-a 


YES 


NO 


PATIENT COUNSELING SIGNS (II" * 14") POSTED y^#ei*$e^R1V£H*flU#-i 






ADEQUATE OFFER TO .COUNSEL MADE AND DOCUMENTED . 






DESIGNATED CONFIDENTIAL PATIENT COUNSULTATION AREA 






COUNSELING AREA ASSURES PRIVACY AND CONFIDENTIALITY 






■PROSPECTIVE DDR ON NEW PRESCRIPTIONS CONDUCTED 






COMMENTS ■ / 






. SANITATION - 247 CMR 6.02 and 9.01 


YES ' 


NO 


PHARMACY (INCLUDING SINK, REFRIGERATOR, COUNTING TRAYS, AND AUTOMATED • 
D1SPENDING MACHINES) KEPT CLEAN AND ORGANIZED 






REFRIGERATOR MAINTAINED W1THING RANGE COMPLIANT WITH STORAGE OF DRUGS . 
REQUIRING REFRIDGERATION 'TEMP.OW 






ROOM TEMPERATURE IS 59 - 77 DEGREES F. 


- 




PRESCRIPTION COUNTER IS USED ONLY FOR PREPARING PRESCRIPTIONS 






PRESCRIPTION DEPARTMENT HAS SPACE ADEQUATE FOR THE SIZE AND SCOPE OF 
PHARMACEUTICAL SERVICES PROVIDED BY THE PHARMACY ■ " 






SUFFICIENT EQUIPMENT TO COMPOUND' AND DISPENSE PRESCRIPTIONS 






SINK HAS HOT AND COLD RUNNING WATER . 






COMMENTS • ^_ — \ , 

\J ■ 




CENTRAL INTRAVENOUS ADMIXTURE SERVICE (CIVAS) " 

' . 247 CMR6.01(5)(c) - - 


YES 


NO 


CLEAN ROOM - MINIMUM OF 72 SQUARE FEET 






"CLEAN ROOM ADJACENT TO PRESCRIPTION DEPARTMENT 


t ^ 




HOODS: HORIZONTAL 
' VERTICAL 






CIVAS APPROVAL LETTER FROM BOARD MAINTAINED QN PREMISES 


i 
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CENTRAL INTRAVENOUS ADMIXTURE SERVICE (CIVAS) 
247 CMR 6.01(5)(c) continued 


YES 


NO 


WRITTEN QUALITY ASSURANCE GUIDELINES MAINTAINED ON PREMISES 






TRAINING IN STERILE PROCEDURE AVAILABLE AND CONDUCTED 






ADEQUATE REFERENCE STANDARDS . • 






ANNUAL CERTIFICATION OF LAMINAR HOOD AND CLEAN ROOM CONDUCTED 






COMMENTS: • f 


TECHNICIANS - 247 CMR 8.00 


YES - 


HO 


PHARMACY TECHNICIANS OPERATE WITHIN THE SCOPE OF LAW AND REGULATIONS 


L^ 




TECHNICIANS WEAR NAME TAGS EASILY READABLE WITH TITLE AND NAME 






TECHNICIANS FOLLOW DUTIES AS SPECIFIED IN WRITTEN POLICIES AND PROCEDURES 






TECHNICIANS ARE SUPERVISED BY A PHARMACIST _ 






COMMENTS: _ 


; 




VACCINATION/CPR - 105 CMR 700.004 


- Ytt) 




PHARMACIST ADMINISTERING VACCINES TO PERSONS \ 8 YEARS OF AGE OR OLDER 




y 


CURRENT CPR CARD 






ADMINISTRATION IS CONDUCED PURSUANT TO THE ORDER Or A PKAU i JUNtK. _ 






DOCUMENTATION OF ACCREDlT"ED"TR"AINING 




/ ' ■ 


COMMENTS: ' ' 






.MANAGER OF RECORD (MOR) ~ 247 CMR 6.07 


YES ■ 


NO 


" MOR CAN DEMONSTRATE IMPLEMENTATION OF A CQ1 PROGRAM 






MOR HAS'COPIES OF- CONFIDENTIALITY STATEMENTS FROM EACH EMPLOYEE 






' MOR IS RESPONSIBLE FOR ESTABLISHING AND MONITORING POLICIES AND PROCEDURES: 


- 




(a) STAFF TRAINING ONGOING- - 






(b) TECHNICIAN MANUAL ON PREMISES 






(c) RATIO PHARMACIST TO SUPPORT PERSONNEL : 






NO. ON STAFF: 






PHARMACISTS PHARMACY INTERNS 
■ REGISTERED TECHS CERTIFIED TECHS TECHS |N TRAINING „ 






COMMENTS: . _ ^ 

U 







WHOLESALE DISTRIBUTOR INFORMATION 



NAME(S) OF SUPPLIERS: . 



GENERAL 


YES 


NO 


PHARMACY GRANTED ANY WAIVERS BY THE BOARD OR DEA TO ANY LAWS OR RULES 




X 


PHARMACY SHARES A REAL-TIME COMMON DATABASE WITH OTHER PHARMACIES 






PHARMACY UTILIZE THE SERVICES OF A CENTRAL FILL PHARMACY 






VERIFYING PHARMACIST(S) IS DOCUMENTED 






PHARMACY PERSONNEL WEAR APPROPRIATE NAME TAGS 






PROCEDURE TO ENSURE 'ALL WHO WORK. IN THE PHARMACY ARE APPROPRIATELY AND 
CURRENTLY REGISTERED OR LICENSED AND TRAINED TO PERf ORM THEIR DUTIES 






S1GN(S) POSTED REGARDING PHARMACY HOURS OP OPERATION ■. ■ 






COMMENTS: . ■ . / 







I have participated in an inspection and have reviewed the Inspection Report with the 
Investigator. : 




Print Harne : < ?^i>W" '" P t&Q.i j ' Signature 

Title P[^ u ^^k /\^A ^_ tfP License No. /7& i 

Investigator \ Jf ^lTli^^ Date //ff WO 
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'. Executive Office ot Hea'iin Si nJ • . — • 

Department of Public Health • 
Division of Health Professions Licensure 

239 Causeway Street, Suite 200 • ..(„/7a-£ 

. ' Boston, MA 02114 . 

Office of Public Protection 
. (B17 )97W865f«(6l7)97W98STTY(817^7W»95 .. 

INSPECTION REPORT . 

P„^o f section ■ Nation — £ 
Docket No. OR Staff Assignment No . 
Corpora«onNam.__G21£?^Sl 

Piracy D ^ N ^-i7T^ri^SL 
Manager of Record ^^lA-J^S^^^ 




- ■ PhaTmacy-BEA.-KegMrp.tion No,and.Ex P iratto Date ^ 
Pharmacy Honrs Daily J^-J— 




Practice Setting Community Chain 



With Drive-thru Window^ — 

— — - T . --p. SneciaJtv t/Tong Term Care 

Community Independent „ bpeciauy _ 



Daily Pharmacyjojurnj^^ 



100 to 500 



Above 500 



Staff Pharmacists (Names and Registration Numbers) 



Pharmacy Interns (Names and Registration Numbers) ■ 

P, armacy Technicians (Name, Registration Numbers and CertiScatfou Status) 



■ Other Pharmacy 



Support Staff and Trainees (Names and positions) 
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^equXtesbciM tv system 



EVIDENCE OF SECURITY CAMERAS 



SEClllTY^MERSEPA^^ 
PPCEDUREFOR ABSENCE O F PHARMACIST 



YES' 



mULCyuiUv i : ■ t ■ , . 

rolMOLTEDSUB^fA^^ LOCKED W A SECXJ^AB^ET_ 



3^L 



17" 



"comMentsT 



PWSCWPT10N INFORMATION _J . ■ 



Y£S NO 



■ - IVLOL^j^^ : 



MANUFACTURER AND LOT NUMBER USED ^ _____ 



LABELCOMPUAKT \VITHTNT^R£^ 

p^RipiwrcW^ 



"YES 



NO 




-__^_^^f^^ OR EXPIRED PROD 



<^™^R^^ 
SEGREGATED mOMCU^P^ ; 



YES 



NO 



COMMENTS ■ 



21 CFR PART 13.00 - 1308 and^^CMR^OO^ 



YES 



NO 
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- CONTROLS * * ^ ~~ cMR 5.00 (continued) 

AFTER CLOSING • 



AVAILABLE^ _____ ^rrnSmTCREC^^ ^ 



COMMENTS 
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SSiS See, S «r£T 

COMMENTS 





HOOUb. VERTICAL 



Page.4 of 6 




Page 5 of 6 




OF SUPPLIERS: • 



NO. 



1 have parti 
Investigator 



i^tedinaBinspectionandbavete 

(> v.S.;: Signature 



viewedth.InspeotionRepcrtv.iththe • 



Pnn'tHarhe 
Investigator 
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FDA Inspection Report for Ameridose. (Sept 2008) 



FEI: 3005881167 

Establishment Inspection Report - " ^ ^ - Q9/17/2008 
Anieridose.LLC E1End ,. 09/18/2008 
Framingham, MA' 01 702-621 1 , _ 



TABLE OF CONTENTS 

1 

SUMMARY'... - . : ■ ■. ' ■ ■'• 2 . 

' ADMINISTRATIVE DATA ■ ""' ■ ••• 3. 

HISTORY. ■ ,. • 3 

- INTERSTATE COMMERCE ■ 4 

'■^^ 

MANUFACTURING/DESIGN OPERATIONS - „ 

MANUFACTURING CODES ZZZ... 11 

DEVIATION ; : .-12 

<TFRILITY POSITIVE ;■• : ^ 12 

. GENERAL DISCUSSION WITH MANAGEMENT...... !3 

ATTACHMENTS "" "' : 13 

EXHIBITS COLLECTED ■• . 



SUMMARY ' ■ 

This FY 2008 limited inspection <>f^^^^.^^^S^^pl^ 

. n . f < onn o a FomvFDA 483 Inspectorial 

^.idosewaslastinspeotedMy Zl ^^^^T^S^^^ \ 
Solvations ,vas issued for 1) testing an d i to* o q fte identity and strength of each 

appropriate laboratory 

active ingredient prior to release, 2) t^j^ecta of components; 3) master production 
the identification, sampling, ^.^^^ i nc lude a statement of theoretical yield and 
and controlrecords are deficient - » ° "lotion ^ d , ecdrds do not include 
^um, maximum, anAyield P e c « d ^™ rea before and after use for each batch of ; 
3Ts of the inspection of the packaging and label* ^ m {hey do not 



August 22 



nd 
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' - FEI: 300588H67 

Establishment Inspection Report ■ - . ^ ^ 09/17/2008 

Ameridose;LLC ' ' .g IEnd . 09/18/2008 
FraminghanvMA 01702-6211. 



Oxytocin were collected mid tested fo ; ™; P°, r ^ nroduct recall f or the potenHal product 



samples were "not collected. 



ADMINISTRATIVE -DATA 



■ -i-l'Sf Gregory A. *- 



Inspected Firm: ■ Ameridose, LLC 

Corporate Location: 50 Fountain Street _ 

Framinghain, MA 01702-bZi i 

T *w 695 Wavei-lY Street Framin^iam, MA 

Manufacture-Location. m w-v jr 

" Framingham, MA 01702-62U 

508-656-2653 

Plione: ■ 

508-820-0644 

FAX: . . . ■ 

, ,,• „„; • 50 Fountain Street 

Mailing Address.: 1 w An nnofWll 

• • Franiingham, MA 01702-6211 

' , YW w flmftridose.com 

,r ■ ,W ' ' 9/17/2008,9/18/2008 ■ " 
Dates of Inspection. . • wu '^ > 

Davs in Facility: .2- . ■ 

\ . I * Michelle M.Noe, Investigator 

Participants. • 



deployed for a US Public Health Service n^ssioa . . ■ y , . ■ - _ 



FBI-'' • -3005881167 

Establishment Inspection Report . ^ ^ 09/1 7/2008 
Ameridose, LLC - - Q9/1 8/200 g 
Framingham, MA 0I702-621 1 " _ 



On September 17* FDA credentials were displayed and a completed Fonii FDA 482 Notice ox 
^cSSTwi issued by me to Mr. Gregory A. 00*0. (Attachment 2) . 

FDA 463a Affidavit. (Attachment 3) 



HISTORY ■ ' ' ' ' ' 

a -am T t C is a nrivate domestic limited liability company which organized on ^February 8, • 
Ameridose, LLC is a pin ate aomeb • . , ConMiaro and Mr: Barry J- Cadden are 
2006 in the State of Massachusetts. Mi. Giegoxy A Com I >™ tions at its 

designated as SXSS i^SsW^ Let Franrmgham, MA. 

Previous Inspection 

a t„i„ 91 SI thvoueh August 6, 2008. A Form FDA 483 Inspectorial 
Ameridose was last inspected My 21 ^ ^ do ^ ^ 

Observations was issued for 1) te tag ™£^ t o £|£ ianceto ^ identity and strength of each 
appropriate laboratory J^^^SSTT^ which describe in sufficient detail 
active ingredient pnoi to ieiease ; z; wmion p rnm nnnents- 31 master- production 

theidentifieation sampling ^^SS —-^- 

and control records are "production and control records do not include 

minimum, maximum, and y eld pe centages 4 oai en p ^ Qf 

rts ofthemspecti^ 

S S r^^w^on^^ormF D i4S3 wetted on or about 



August 22 nd 



Aspaitofthepreviousmspeetio^As^ 

pSvS^b* Samp.e 366492 resuhs are pendmg. . 

INTERSTATE COMMERCE " / • . ... . ' - -Y. 



3 of 13- 



Establishment Inspection Report 
Ameridose^LLC 
Franiingham,MA 01702-6211 



FBI:" 
EI Start: 
EI End:- 



300588067 
09/17/2008 
09/18/2008 



S purchased via facsimile or ^^^^^m^^T 
OgfeyjnjUffii. Documentation o, ^'"^"g.^eridose to its customers via ttulf g. 

of its deliveries. . 



JOTISDICTION 
Amcridoseisaumtdoser^^^^^^ 

^ablistoent report, Ameridose markets and dtst *utes ov j ^ ^ class yI 
Abiotic classes; fifteen (! 5) C ass t ^^^ p Ltion. According the company 

^^S^^^ sale t0 c — natlonwlde; 



Sterile Admixing Services 
Antibiotic Admixtures 



PCA Admixtures 



Epidural Admixtures 



Labor & Delivery Adniixjures^ 



Electtolyte Admixtures • 
Operating Room Syringes 
"SteriieRepackagea Syringes" 



* Miscellaneous Admixtures 



Schedule EE-Narcotics 



.Hydromorphone 



Meperidine 



Methadone 
Morphine 



Oxycodone . — 



saeuuis- ^ 

Hyltoo^^ 



"Ipr^do^Bit^^T^^ 
' Hyi-ocodone/Gu£ftnesm____ 



■ Tylenol with Codeine 



Chloral Hydrate ■ 
Diazepam ' 



Lorazepam 
Midazolam 



Phenobarbital 



niouw""-' " - : — — 



Codeine /Guaifenesin 



^odein^7Gu^^£^S^^ 



Schedule 



.Vancomycin 



Others upon Request 



■ '" " •.. - 4ofl3 



FBI: 3005881167 
Establishment Inspection Report ffl ^ . 09/17/2008 . 

Ameridose.-LLC , EIE nd: 09/18/2008 
Franiingham, MA 01702-621 1 : . 



Oxytocir 

Operations 1 



a were collected. Refer to the section 



of this report entitled, ^Manufacturmg/Des.gn 



.b^al m^nsmur, and p— 

. GregoriAXonis^ 

Vice President/General Manager _ . _ 

Sduals which make up theB ° al ^tS of itoslenot involved in the day-to-day 

fo ^Members. Mr.. ConigUaro »"^&eB^J ^authority to act as his *f *f e ^ SIgn . 

,,«,« MjJ^SSKUi,; FDA 



regulations. 



Meianie^emllg 
. Director of Quality 
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FBI 

Establishment .Inspection Report . . ^ ism 

Ameridose, LLC . EI End 
Framingham,MA 01702-6211 . ______ . 



3005881167 

09/17/^008 
09/18/2008 



. assigns a lot numoe VP r e f e r to Exhibit 7,pages4, 6, 6, *Y °L This label includes .an Rx 

liiiiiilisiis 

RAWMATERIAL- ' • .... . 

~~- r ^ 7: ' . :■ „ rt f two f25°m} units of Fentanyl 

On o r about July 1,2008 * 
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FE I: 3005881167 

EstabiishmeEt Inspection Report gj start: - 09/17/2008 
Ameridose.IXC EI End: 09/18/2008 
Framingham, MA 01 702-62^T : : 

COliCENTRATE . ' . 

-.,r,,.- ave fi VP {2nmL1?vriiiges.and.tli!i1>' 

A portion of Lot 66559A was used ^^\^^^0W2mm-. A P ho ™ 1Z 

£SSSSSSSSSS&W» 

testing on the concentrate. .... 

■ , i o-nnnR and Tulv 15, 2008 to manufacture Fentanyl 

' 071 42008^109, yespeotivtly. • ... 

. ^ on t to nYNALABS to test potency/purity, 

attached as Exhibit 4 & 5. 

^ at ^77i?005(5)i(}PwasusedonoraboutAugust'l,2008to 
■injectable bag, £o< 07302008®*- . ' " ■■ . 

IS DYM ALABS „ ,«!««» ?' FISj P»d«t prior B ridft «»»'■ f <" 

attached as Exhibit 6.. - . . 

A^prMose label covers the Hospua blue lenenn m y «*** Lot xxx Exp xxx 100 mL NDC 



FEI: 
EI Stan: 
EI End: 



300S88U67 

-09/17/2008- 
09/18/2008 



Establishment Inspection Report 
Ameridose, LLC 
Framingham.MA 01702-6211. 

0.9% Sodium Chloride Tola! Fentanyl.Do^^OtocJl.^^ ^ ^ MffiRID0SE 
specific labeling on tiie bag. . . - . 

A photocopy of an esa mP ,e of the Wished product .ahe, w. coated and attached vMM 6,. 

The « — veered ^ ^ 

Stag numbers were collected and attached as Exhb,t 7. . . 



Order 
No. 



3574 



3548 



Customer 



Advocate Good 
Samaritan Hospital 



Bon SecoursMary 
Immaculate Hospital 



3710 



3807 



Craven Regional 
Medical Center 



Branson Methodist 
Hospital ' . 



Address 



Downers Grove, IL 



Newport News, VA 



New Bern, NC 



Qty 

Dispensed 



Date 

Dispensed 



5 bags 



10 bags 



10 bags 



.Kalamazoo, MI 



100 bags 



FEDEX Tracking No. 



7/31/08 



7/31/08 



8/2/08 



8/4/08 



9677 5295 4223 
9677 5295 4040 
9677 5295 4028 
9677 5295 4039 



9677 5295 5539 
9677 5295 552S ■ 
9677 5295 5517 
9677 5295 5506' 
9677 5295.5491 
9677 5295 5480 
.9677.5295 5470 
9677 5295 5469 
'9677 5295 5458 



9677 5295 5138 
9677 5295 5127 
9677.5295 5116 
9677 5295 5105 



9677 5295.8034 
9677 5295 .8023 ' 
'9677 5295 8012 . 
9677 5295 8001 
9677 5295-7998.. 
9677.5295 7987 
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FBI: 
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EI End: 
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649801860685443 
649801860685450 



Ocytocin 



^MATERIAL • ' . ull , - 

" - ' ■ ■ *: „ nfnnp P 5 million units bile) ot 

stock soj.utioX • . . .. 

: ■ s tn DYNALABS to' test potency/purity, 

July 28,2008), and subsequently leleasedDy . . 

■ Nai-coticsA^aultPhannadSt. ■ _ . 

attached as Exhibit 9. . 



,A 



• 1 ' t a ooOR to manufacture 432 . finished product 
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FEI: 
EI Start: 
EI End: 



300588116? 
09/17/2008 
09/18/2008 



A sample of finished product synnge) ^Z^^^^^ 
sent to DWALABS to test 14 day stenhty. te*pe^ pl , 0] . t0 receipt ofresults. Lot . 

sterility, it is the W norms) f^^;^ ^ t0 re ceipt of sterility results £oA dated. 
08022008@54 was released by a Staimiamiacist pi kh 

August 20, 2008), upon final inspection of the lot... ■ 
Apnotocopyoftlreinaiiufaeturewor^ 

attached as Exhibit 10.. . • 

■ a vw- a cicea label with black lettering on-Hospira injectable bags^ The! 

For Oxytocin, Amendose affixes a gieen raoe * fc however, a portion of the 

Anreridose-label covers the Hospna blue X^f^ E xp xxx 500 mLNDC 
lettering remain, visible which mc to but n, no ^>ted to P ^ Hosph . a . letteAlgi 

0409-7983-07 9% SOqiUM ™DE h^USP ^ jQ ^ ^ Q g% 
the finished product ,s labeled m pat t Uxyi * Bxp; xx/xx/xxxx [monui/day/year] 

Chloride Inj. Store at Room 

^^X^^ tampcroof bag, There is no 

specific-labelingonthebag. ' 

FEDEX tacking numbers were collected and attached as Exhibit 12.. 



Order 
Mo. 



4191 



4197 



4134 



4094 



Customer 



■Riverside Medical 
Center -Kankakee 

Center ■ 



Aspirus Wausau 
Hospital 



Park] arid Medical 
Center ■ 



Northern- . 
Westchester 
Hospital Center 



Address 


Qty - 
Dispensed 


Date 

Dispensed 


FEDEX Tracking No. 


Kankakee, JL . 


48 bags 


8/6/08 


649801860683616 
649801860683623 
■649801860683630. 
649801860683647 
649801860683654 
649801860683661 
649801860683678 ' 


Wausau, WI 


24 bags 


8/6/08 : 


649801860683210 


Derry,NH 


24 bags 


8/6/08 


649801860681810'. :. 
649801.860681827 ■ 


. Mount Kisco, NY ■ . " 


24 bags 


S/6/08 ■ 


649801860681551 . 
64980186.0681520 - . • 
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649801860681537 
649801860681544 


■ 

4360 


Northport Medical 
Center 


Konhpoii, AL 


24 Ug& - 






4078 • 


Samaritan Medical 
Center 


Watertown, KY 


48 bags 


8/6/uo 


f;4QR0186068P54 
649801860681247 
649801 860683^30 
'64980186068X223 


4056 


West Suburban 
Medical Center 


Oak Park, IL 


24 bags 


8/5/08 


649801860678667 
649801860678674 
649801860678681 
9677529591 1 1 


4028 ■ 


Lakewood Ranch 
Medical Center 


Bradenton, FX 


24 bags 


8/5/08 


649801860678100 
640801860678094 


4045. 


provena Saint 
Joseph Medical 
Center 


Joliet, IL 


72 bags 


8/5/08 


649.801860677929 

6 < iQSm'R6ft6'77912 

649801860677905 
649801860677899 
649801860677882 - 
649801860677875 
649801860677868 


3950 


Sherman Hospital 


Elgin, IX 


48 bags 


S/5/08 


649S01860676632 ' 
649801860676625 


3952 


Swedish Covenant 
Lfrnsnital 


Chicago, IX 


24 bags 


8/5/08 


649801860676649 







MANUFACTURING COlMS ."' ' 
(in-process and finished product) has a unique lot number. . 



DEVIATION 




noted ^^^^.f^^^j^y technician inadvertently spiked the 
JS iSSSS Irately and the Fentanyl Stock Solution that was contamtnated was 
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Establishment Inspection Report 
Ameridose, LLC 1 
Framingham, MA 01702-6211 

scrapped -to waste. There was no-product impact reported. The root cause of the. deviation was 
hurcan.error. 

STERILITY POSITIVE 

Ms Cerullo stated the firm has 'received one positive sterility result. A photocopy of Out-of- 
■ Specification No. OOS08052 was collected and attached as Exhibit- 14. Tins positive sterility result 
for Day 14 (June 16, 2008) Fentanyl 50 mcg/rnl, Lot 05292008@74 was investigated and concluded 
to be due to an error on the part of DYNALAB.S. . - 



GENERAL DISCUSSION WITH MANAGEMENT 

Ms Cerullo reported finished product shelf life ranges .from 14 to 90 days, based on tire product. 
Fentanyl Citrate in 0.9% NACL lOmcg/mL Injectable, bags are labeled with a 45 day shelf life. 
'Oxytocin, added to 0.9% NACL 30 units/500mL Injectable' bags are labeled with a 90 day shelf life. 

Ms. Cerullo. corifirmed that the firm has not performed a sterilization validation study. She stated the 
firm' tests the stock solution for sterility and performs integrity testing on the filter used after 
preparing the lot.- Mi-. Cerullo and Mr. Conigiiaro explained that "every time the product is made the 
stock solution is validated, because it is tested for sterility". They noted that if the firm was to 
validate the process this is what it would do. 

Ms Cerullo presented a Bag Overfill Study Summary which was performed to evaluate the overfill 
associated with' 1 00 mL Hospira Normal Saline bags. A photocopy of fee-Summary was collected 
and attached as Exhibit 15. Ms-. Cerullo explained this study was used 'to determine the volume of 
sodium chloride to extract prior to adding stock solution to the product bag. This evacuation and 
addition is outlined in the manufacture worksheet for finished product Fentanyl Citrate in 0.9% 
. NACL lOmg/niL lOOmL Injectablebag, Lot 0730200S@4. Refer to Exhibit 6> Pagel. 

'Mr. Conigiiaro stated a written response to the Form FDA 483 was submitted on or about August 
' 22 nd He noted 'mat as part of the response the firm has committed to implement identity testing of 
its 'finished products. Ms. Cerullo stated SOP No. 6.021 version 1.0" entitled, "QA Sample Process . 
and Library" was effective at the time of the previous inspection. .'She explained that the firm' has 
revised SOP No. 6.021 to version 2.0 and is in the process of training employees on the new version. ■ 
A photocopy of SOP No. 6.021. version 1 .0. and 2.0 was collected and attached as' Exhibit 16a-b. _ 

A Form FDA 463a Affidavit was signed by Gregory A. Conigiiaro, General Manager/Vice ' ; 
President. A "Form FDA 483 was not issued and additional 'saiiiples were hot collected. 



FEI: ' 3005881167 
. EI Start: - 09/17/2008 

EI End: 09/18/2008." 
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FBI: 
EI Seart: 
EI End: 



300S§§1167 
09/17/2008 
09/18/2008 



ATTACHMENTS 



Form FDA 482 Notice of Inspection dated 9/15/08 issued to Gregory.A.' Conigliaro, General 
ManagerA'ice President ' 




Form FDA 482 Notice of Inspection dated 9/17/08 issued to Gregory A. Coniglis.ro, General ' 
Manager/Vice President «... 




Form FDA 463a- Affidavit dated 9/J S/08 issued to and signed by Gregory A. Conigliaro, 
General Manager/Vice President 


5 pgs - 



EXHIBITS COLLECTED 



1 . 


Ameridose Organizational Chart . _ 


1 P£ 


2 


Raw Material; Fentanyl Citrate Powder-USP - Lot 66559A 


5 pgs 


3 


Concentrate: Fentany] Concentrate in H 2 10mg/mL, Lot 07012008@96 


6 pgs 


A- 


Stock Solution; FenEanyl (as Citrate) in SWFI 50mcg/mL 4000mL Stock Solution Lot 
07082008(^109' . •• 


11 pgs 


5 


Stock Solution: Fentany] (as Citrate) in SWFI 50mcg/mL 4O00mL Stock Solution Lot 
07142008^109 : ' . 


14 pgs 


6 


Finished Product: Fentany) Citrate in 0.9% NACL lOmg/mL lOOmL Injectable bag, Lot 
.07302'008@4 


6 pgs 


6a 


Label Example: Fentanyl Citrate in 0.9% NACL lOrng/mL lOOmL Injectable bag 


2 pgs 


7 

i 


Orders/Shipment: Fentany] Citrate in 0.9% NACL lOmcg/mL LdtQ7302008@4 


*3pgs 


8 


Raw Material: Oxytocin, USP (non-sterile active powder) Lol%A0048 


4 pgs 


9 


Stock Solution: Oxytocin in SWFI 1 units/mL 4000mL Stock Solution, lot 07/02008@83 


12 pgs 


10 


Finished Product: Oxytocin added to 0.9% NACL 30 units/500mL injectable bag Lot 
08022008@54\ 


6 pgs ' 


n 


Label Example: Oxytocin added to 0.9% NACL 30 units/500mL injectable bag 


ips - ■ 


■ 12 


Orders/Shipment: Oxytocin added to 0.9% NACL 30 units/500mL injectable bag, Lot 
0802200S@54 . 


29 pg 


■ 33 


DeviationNo.D08118 


3 pgs 


14 


Out-of-SpecificMion No. OOS08052 


14 pgs 


15 - 


Bag Overfill Study Summary 1 00 rnL Hospira NS Bag 


4 pgs 


16a 


SOP No. 6.021 version 1.0 entitled, "QA Sample Process and Library" 


4 pgs . 


■l-6b 


SOP No. 6.021 version 2.0 entitled, "QA Sample Process and Library" 


9 pgs 




Michelle M. Noe, Investigator . 
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"MMSTMSKT OF HEALTH ANB EEUfiEAN SEEVLVSS 
FOOD AND DRUG APMB?lSTTtAT10E 



"cetfict WSOSEC5 tiG) PH3H= HUiSS* 

One Mont vale -Avenue 
Stoneham, KA" 02180 
HSI) 5 96-7700 FaXi{781) 596-7836 



07/21/2008 - 08/06/2008* 



FSWJWS3! 

3005681167 



TO: 



Mr. Gregory A. Conig H»ro, General Manager 



Ameridose LLC 

~CfiY. 6 Tf.Tc. ZIP C03=, KW I ft 1 



-01702-62 ii 



STREHTAtOriESS 

50 Fountain 5t 



DURWOAMW^ECnOWOFVOURFlBMIOBSfiRVED: . 

OBSERVATION 1 - - 

T^ina ad release of drug product for distribution do not include appropriate Oratory delation olfactory 

SLnos to theidentfty and length of^activejngr^ientpnortorel.^. ■ 

« •« m A. "fitm manufactures stock solution of ea additive made from *n Active Pbsrmac«uticgJ Ingredient received 
OBSERYAT(QN ; 2-; 

Written procedures are lacking which describe in sufficient detail the idetrifie*ion, sample testing, approval, and rejection 
of components. • .- 

•special 

rSved active pbraurtied J** ™ .Srfitoto of Anelym on the Active 

and validated to be e^aient ^"^^^^^^of A.dy.i, of the initial iots from the «ppli«l 
""^J^rt^ta^to^ £*» h* not ail API lots r^eived have a. specific identity test 
along wth penod.c ^ X™cS for Kytomotphone HCL Lot#6S723/C and 6S300/E, and 



r - 



i-SSE REVER8! 
OF THIS PhGl 



DATE tSSJ^D ' 

- 08/06/2008 



PACE! OF 4 PACKS 



" BEEAKESGEKT OF HEALTH /Jf& TOON SEfcVfEES 
FOOD AND DRUG ADMINISTRATION 



tiSTRJd tECftBS AHDRCWS WtG^R 

One Kontvale Avenue 
Stoneham, MA ' 02180 . 

(781} 596-7700 Fax: (781) 596-7696 

TO ; Mr. Gregory A. ConlgllarOf General Manager 



07/21/2008 - 08/06/2006* 
3005881167 



Ameridose-. LLC 



e1Rc£T AKJSES3 

50 Fountain St 



C-TY. El ATE. iPC053.KW>rifc¥ 

, L- r smi.n gh am, ¥& 01702-6211 - j Drug._Kfe.r.u f£.cturek- 



The- master production asd control records ere deficient in thai they do not include s statement of theoredcd yield and 
minimum, maximum, and yield percentages. 

Specifically a review of two Master Production records (Master Formula Worksheets) revealed no staterfierrt of lhwr*i«i 
vield Dor a percentage range of theoretical yield thai the produced batch should fell within.- This can be seen m ths following 
twd Mwt« production (Formula Worksheet) examples; a) Fenfenyl (fifi citrate) in SWH 50 mcg/ml 4000 ml Stock Solution, 
end b) Oxytocin in SWFI 10 units/ ml 4000ml Stock Solution. _ 



Batch production and control records do no! include results of the inspection of the packaging end labeling area before find 
after use for each batch of drug product produced. 

Specifically s review of Batch Formula Worksheets for both stock solution and finished product revested that the firm doss 
notdocument the line clearance inspection of ths packaging and labeling area before and after use. For example, a) Oxytocin 
in SWFI 10 units/ml 4000 ml Stock SoKitioa Lot#05l7200g@l30 made 6/1 S/200S, end b) Oxytocin added to 20 
ufiits/iOOO ml INJ BAG Lot#07l62008@13 made 7/16/08 cb so* include instructions or have documented a line clearance 
before and after the packaging and labeling of the products involved. . : ; . . . 



OBSERVATION S " 

The batch production and control records are deScient in that they do not include a statement of the actual yield and 
percentage of theoretical yield. . , . . " . 

Specifically" a review of Batch Formula Worksheets for both stocic solution and finished product revealed that the firm does 
notheye a statement of the actual yield and the percentage of theoretical yield at the completion of the process.- For 
example there is no actual yield or percentage of theoretical yield noted in tbs following two Formula Worksheets: a) 
Oxytocin in SWH 10 units/ml 4000 ml Stock Solution Lot#Q$17200S@l30 made 6/1 8/2008 (Step#7 & 1 3), and b) Oxytocin- 
■added to 0.9% KACL 30 units/ 500 mi INI BAG Lot#07f620Q8@27 for 432 baas made 7/16/2008 (fitep#4). : 



.OBSERVATIONS 

Written production- .and process control procedures are not followed in ths execution of production and process control 
functions. 

Specifically, during the review of several SOPs it was noted that the firm was not following what was expected as rioted in 

the following fwo documents: ■ , , . . 

a) SOP 9 100 Sterile Technique Qualification (Media Fills) VER 2 dated 6/16V08 under 10. 12 responw to Positive nj-ulfc 
refers to Wuung" only throughout the section, and doe, not refer to tbe.rWs Out °^^°?^^ui^ 
for positive t*st result follow-up; asd b) SOP 6.021 Quality Assurance Sample Process and Library VER 1 dated 671 1/07 



OF THIS PAGE 



08/06/2008 



FQ5K FDA itS (W?S) 



' e^^osal observations - J*°*»f *lS*S* 



1 PDODAKDDRUOADfcfWISTRATIOM 


| HEYkCT fSXX!SiS /JO IwSe 

I One Kontvaie Avenue 
| Stoneham, KA 02180 
i (781) 596-7700 Fas: (781) 5S6-7S96 


07/21/2008 - 08/06/2008* 


300S88U67 i 


WiGAOmiCf tDyCUU. TO WrOU RSOST ESLS 1 — i 

TO; Kr. Gregory A. Coniffliaro, General Kanaaer ' | 


Ameridose LLC 


50 Fountain St. \ 


Cm, 6TATG. Z& OXG. COJMIiEV 


TYPE E5WBiJ5$fceNT tt5-=£nH> 

Drue H£.nuf securer 


J 

reveds under 9.4 Testing of Q A Seiitple a section on "Sot samples for in- house Lsb testing" when there is currently no in 
house lsb testing or cspEhilttiss of Eeatisg s product in house. ' . 




1 . r^Amimsft of health Ann-mMka serveces "" ■ 

! ==__— FOOD AND DRUG kDUftimm utim 




One Montvale Avenue 
Stoneharo, KS. 02180 
; (781) 5S6-7700' Fax: (761) 596-7896 


07/21/2008 - 08/06/2008* 




3005881167 ' 


i 


; rvjinu^j niLCur UiiVlJJH. lUKTOK RtPOST ISSLGD — , 

FD: Mr . Gi'egouy A. Conigliai'o, General Manaaer 




; ^fws ■ gTRfeTAcmssr — ' — — — — 

: Ameridose LLC ' SO' Fountain St 




Fru?.i Ttchi. ru/ ti'. 31 7 02- 62il ; Drue Keirzf actu-£'- 






1 


* DATES OF WSPECnON; 

O7/2'l/2O0S(Mffij), 07/22/200S(Tus), 07723/20Dit(Wed) ( OT/Z^OOSCMon), 07/29/2&0S(Tue), G7/3O/200SfWed) OSA^OOSCM®) 




TO EMPLOYEE'S WAHE,TrrtE, AND SKaWftTORg:' ' 
Richard H. Penta, Investigator . ^C/of 
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DATE USLjm 












08/06/2008 
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SUMMARY- • . 

Xhe fn«placedontl^ 

-*« F ACTS# 935703 2^6 le OuaUty Production, Packaging and 

SlrrspectionP^^^ 

LabelingandFac^s^^ •. • 

inspection concluded 12/10/07 ana sm _ asa repacker and Other of Stenle and 
The firm has been drug registered srnce July 13 2006 as a repacL ^ ^ The 

lonsterilc mixtures and IV Admixtures.. Its ^^gT ' ^ticn at this facility the- 

firm received an approved license t practice pharm y . 

appropriate licenses for operations m all « ot . aL , t of observations bemg 

M^oaof.lhcW^^^^^g. Thefcmm anufactaresstock 
issued to Mr. Gregory Comgliaro, Gen f^" aceutical mgredient received and performs a 
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a i ocp Kv the Clean Room Pharmacist and Freight Room Pharmacist. prior to shipment. 

method shown m the USP or venneoanuvduu _ £ irt reveal sth at although not addressed 
The firm ha & ^ fi tests request ed. The master producfton. and 

Sty no in-house lab testing or the capabilities of testing the product in-house 
a review of the firm's Formulary Worksheets on Lot and Batch identification numbers and SOP ■ 
to50 Zvlnd^vlSm of Products dated 5/22/08 reveals that the firm lot and batch 
9.050 Beyond Use IJaung yp ' Worksheet is issued; however some are issued in the . 

Sp^SS do not change when this occurs. The BUDs (expiry date) on the Formulary 
Worksheets and products I reviewed range from 30 days to 150 days. 

ADMINISTRATIVE 



'Inspected firm: 
Location: 

Phone: 
FAX: 

Mailing address: 



Dates of inspection: 

Days in the facility: 
Participants: 



AmeridoseLLC . ■ . 

50 Fountain St - 
Frammgham, MA 01702-6211 . 

508-656-2653 ' . 

508-820-0644 : 
50 Fountain St - 
Framiugham, MA 01702-6211 ' 

7/21/2008, 7/22/2008, 7/23/2008, 7/28/2008, 7/29/2008, 7/30/2008, 
8/4/2008,8/5/2008, 8/6/2008 

9 ' . 

Richard H. Penta, Investigator ' 
LCDR Debra Emerson, Investigator 
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i ' r ' 

- — ' ' " ' ■ * a t« Grponn' A Conigliaro, General 

Credentials were shown and a Notice of ^^mt^nt^c, of Ms. Sophta 
Manager, on 7/21/08 by Investors Penta »nd LCDR fcm ^ ^ credentials . . 

ISdfc. VP Regulatory Affairs, A List of Observations was 

conclusion of the inspection. On My 28, 20 « _ = Qn August s 

1 documentary samples ^^f.^JJ^So physical samples collected for stenhty, 
2008 Ms. Pasedis signed a FDA463a Affidavvt^eg^aramg^ ^ ^ identlfcd d 

and physical samples. 

The entire report is written by Investigator Penta. 

HISTORY ' ■ 

The finn is a Limited Liability C J^^2Z^rl with the USFDA (July 13, 2006), and 
sterile and non sterile ™*^ s ^f?^* ^12131/09). The firm's current USFDA drug 
ako registered with the State Board of P«^xp J \ r Co de Number (24200) in a letter 
registration is dated 3/12/2008. The firm was proved J a ^ ^ &e state of 

dated 9/8/06 (See Mnb«#l). The fi™ s £^£ December 2007 regarding the firm's , 
Massachusetts. The last at that time that the firm was solely a 

Compounding Pharmacy Operations^ It was dete^ ^ pbarmacies . Th e current two 

' repacker and manufacturer of drugs Gregory Conigliaro, Vice President and 



(SeeExiiibit#2). 



The firm's operations are from 6:30 am to ^3^* 
feug^Wday. n B ^cm^^'^^^^^M«m. Any 



responsible individual at this address 
INTERSTATE' CGftlMERCE 



Attachment^). 
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Illinois and Texas. 



The to — — over 600 ^^^tlSS^^ 

SS&SfflSSSSBESS^ - 

repacker of drug products and Admixtures. 
^^^^^ 

■ a ^rnvirled me with information and/or 

■ ' m charee of the entire operations. He provided 

Gre »orv A. CoaigUaro, General ^^'^^S^mm^m and documents to me 
m e wtth answers to many questions and <k*^^ nigto stated during the mspectron that 

and reviewed security. . _ . 

' ',. ■ Anditin° oversees those in charge of the' 

report to her. ' - . . 

" m"nv times to obtain documents requested. She is 
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Vira Ai-aonkar, RJ?h is in charge of overseeing the receipt, dispensing, and reconciling of all the 
naLo^s used m log books maintained for DBA review. She pointed out and provrded the narcotic 
products and labeling as requested. • 



FIRM'S TRAINING PROGRAM 



The fan has a Training Program in which they.follow SOP 2.010 Training Program dat d imM 
(See ExMbitfS). The SOP under 6.0 Frequency of New Hrre Training and 10.4 GMP/USP/QS 
ifamin °and in-Services refer to training as a new hire and also an annual update on drug cGMPs^ 
IS was donjon the individual training records of eight employees that worked at the facility, 
the r"oted that the firm does its initial introduction to cGMPs. The majority of the people are 
new to the facility and the annual refresher course-needs to be planned to capture the necessary, 
refre her taining^ for these relatively new employees after their one year wA the firm is nearing 
compleo" Brian O'Neill Director of Pharmacy, did most of thecGMP trainmg prior to Ms 



Cerullo arriving at the firm. 
MANUFACTURING/DESIGN OPERATIONS 



The firm operations revolve around orders being received from their Customers, app~tely 500 
' Hospital Pharmacies located in 49 of the 50 states, and the resulting Lot (single order or batch • 
Lltiple 6rders) Formula Worksheets being issued by the fiont office repacking and/or 
Sacturkg Thefirm has signed contracts.with each of their customers that specify the various 
pXtfShey may be interested in purchasing. The firm follows USP 797 Pharmaceutica 
Compounding of Sterile Preparations and the drug cGMPs. The products manufactured are patient 
ready do^es that are not filled on the order of a prescription but rather on the order of a EtospM 
PhZacy. The orders that are received early in the morning are usually manufactured that day with 
orders received in the afternoon sometimes being shifted to the next day. 

The firm currently has manufacturing done in two Clean Rooms and has a third one proposed but not 
vet built The flow of personnel and equipment and product components come through the Class 
1 000000 (ISO 9) people room and freight room respectively and flows into the middle room, which 
s Class 100 000 «S08). Product and components are staged in locked cages at this location until 
needed for usein the Clean Room, Class 10,000 (ISO 7). Product manufacturing ^ done under . 
Zlrxt hoods Class 100 (ISO S). There are 16 hoods in Clean Room 1 and 7 hoods in Clean Room 
TTSSSLJi Monitoring Program Mowing their SOP 3.030 Environmental 
Monitorin-of Clean Room Areas, which includes personnel monitoring on a weekly basis^See 
SS: The monitoring is done as follows; Personnel and Surfaces (1/week); Viable Air 
Sffi (every 2 weeks) and Non viable Air (every 6 months). Results that exceed he Alert or 
SxS-xhe Sop are treated as OO S results and investigated. I reviewed.the last two mpnths 
o^ envirol ntal testing and found the firm followed their SOP . Ms Cerullo, Director of Quality 
stete J Lt the firm Gram stains any organisms found at the Action or Alert Level. The . finished 
Joduct ^released through/material ports for collection or routing down a conveyor to the Freight 
Room to await farther review and packaging for storage and/or shipment. . - 
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f al !L for the firm's Master SOP List resulted in the request for 15 different SOPs which were 
A request for the turn s Master a - g ExM bit#7).- The review and findings will be 

reviewed at vanoustime ^^^^£^^ eM #5 regarding.SOP 9.100 
discussea in this re P ".^' 1 -;^*^^ " " .I, sop g " 021 Qualiry Assurance Sampling Process 

ftrMe^ 

itS S I toid Ms Pasedis that her firm should include any recalls or returned goods 
information with this quarterly review. 

expanded to 

siof ^^^^ B ^ «\^°r cin stock 

SlSZ weeks (See ExhibVl). The issues noted missing in the Master • 
Prtdulna^lS^ 

under Observations 4 & Sunder Objectionable Conditions, 

■ * u",!,™ Worksheets for both individual lots for a single customer and batches 
tmSl— e^ ^^^^^^P^^^-fl-^U 
" ^nStto "Date ma 1 " On occasion that date is crossed out because the product is made after the 
SS^iioSenby. Examples ofthese can be seen in the. Documentary samples ■ 

366485/489 as follows: . n -mims'. 

n Pentanvl Citrate 50 mcg/ml 100 ml INJ bagLot#07162008@81 date made 7/17/08, 

'"Sulfate in 0.9% NACL img/ml .100 ml IPUMP Bags Lot#06302008@17 date made 

linSai.rplioncaupivacai.c in 0.9% NAP, 5 :,*,/ 0.075% 250 :„1 IPUMP ba B " ; 
Lot#07082008@92 date made 7/09/08. - . • . ■ . 

Durin. my rev^v.of the consumer complaints and the sterility 

tTZ no Adverse Drug Experience complaints regardingtheir products. Tie firm . 



6 of 24 



' FEI: ' 38058815.67 

atabBshmentlMpeetloa Report ^ ^ 07/21/2008 

AmeridoseLLC E T E nd: . 08/06/2008 
Framingham.MA 01702-6211^^_________ — 

Son dated 7/17/06 and added pocftarfg^ rectM of Quality Assurance, a 
in this SOP (See Exhibits). I was provided by Melanie _uem • rf how one recelves> 

VeSn2 ofaft of this SOP 5*10 ^^^J^L). 'tofa* *». . 

handles and data enters information, rnto the netwo ^ ■ ■ k ^ iB ^dient through the 

upp er/rnanufa— Lot ^^l^^lt L in-house numbering system and usmg 

Suction system. We discussed ^^"ellXo be able to track all commodities commg mto 
hefupplier/manufacturer's ^^^J^f referred to this drafted document SOP 
he faclity and being used in the produ e Uon pr oea^lw ^ ^ ob ton 2 . 

5 regarding receipt and testing ofmcormr^ products^ ^ ^ , 

- Additional requirements are needed for DBA Class 11 ^ ^ ts (S5e 

under-10.5 not 10.4 as stated in 10A ofSOP : 5.01 warehouse 
Exbibit#37) which shov. what data m °~Ld by the warehouse personnel which lists, all ■ 
personnel. I observed a hard ^ ' for the product received and placed m 

products where one is watting ^CoM*™ F review of a ll SOPs and "jf*** 

Quarantine. The firm is ^fofTmZ ^ theirSOP 2.040 Order d ^ d 7/16/06 

production. . • „, om j. Fre ight Room area where .the stainless 

The finiLperso^v^^P^^^^So'Is and staged for production goodie 
2 Se is -edas the »^^,S^Ud staged on the floor awaiting pick up 
Ublt#12 Photo #l).,Pallets :of Tin ^^^^^m^J^^^^ 
towards the back receiving area. T^e wer^r i dCleariRQOm #2 (See Extabit#12 Fhota#2 

fa thfc peripheral storage area near fee ^coh^vam ^ ^ of nagem ent and 

' & 31 These cleaning and non pbarmaceuftcal ^« . tiojl of the production area both 
iced n the upstairs warehouse area by the of admixtures were observed 

SnttSition l^'^^^^^^^^yu.^^^^^ 

The calibration .of the syringes and ^ fic ~^ in , of Ce fazolin 2g Lots into synnges. There 

' . manufacturing and repackaging of product. _ ^ Room#1 here 
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Hioh dosages, are manufactured. The turn P , 
^iohrareaandaean Room^l. ^ _ dl , cline & Process VshditcaeD^! 

mUD) of Products dated 5/27/Ob V&k^ Verification "refer to ChemtcaL ana p y 

{isvu) vl validation and 10.10 f roauci v identity Test as per the USF. 

their stability tesim e ^ . _ . _ 

container closure types. , _ informa tion to the Stability Committee noted in bUf 



stock (90 ^^f^^^k or with SWFI), 



FEI; ' 3885881167 

EstebttstaeEtlMpectta Report • • 07/21/2008 
Aldose IXC "... ■ E IEnd: 08/06/2008 
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cassettes for use at the Hospitals. refrioera ted and room temperature finished 

. products that are six months beyond expiry. . 

these out of date reserves. : 

Facilities and Equipment w for Ejection (SWH)> 

differential .... 
tosStaalabelmgreconeil^ 

S Maintenance; and Oeanmg (L^Q of Wmj^ each hood; however) ^ 
. being done and documented, ■ 
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^^^^ 

units/ 1000 ml IKJ bags maae to Bap&tdeted 7/9 crossed out whiter 

I Office Quarantine/Release tog «^^^^bw Baptist but does have a HrlO entry 

Quarantine/Release Log from the ^'^^X^kW^ was Sti}1 ■ nD rec ° n f T 
Sed 7/14 for 24 units. All other, entnes m tch (S ^ J ^ j discussed wit h Ms Pasedts 
of the Office and Freight Log sheets on- 7/23/08 lor m s y ^ of all umts 

he need for the Office 0*^^?^^ - the repacking area 
with any inventory in the ^[^Z^M batch was produced on 7/8/2008. Ms 
thatnoted for the July 1 through 21 2008 P« « reinstitute line lear ance rn the 

Pasedis stated tbat they had stop^ 



CODES 



„ n j K „ „ a nd the number of batches 
The firm uses a month, day year tie product is produced on My 9, 

JroduTd that day at the end. For example. ^M^S*, produced in the one day The to 
2008 and that.it is the 51 s batch made P er ^ the labeler code 

' also identifies all its finished drug prod octe Wfc an . ^ B d loped 

24200 that is unique to the finn (See KbAg). V*M system that then 

^thatthefirmre^^ 

£S with a Lot number and BUD («W results in the "date made" tang . 

.S^pS 

COMPLAINTS : *■ • _ . . 

~ ■ KArtrd vi9/08"VER2(SeeExhibit#24)and 

Areviewofthefn^sSOP9 ; ^^^ 

request and review of complaints received the pas t Wo Experience complanns 

Ipping damage. There wereno^Bco^ 
received under AC08155 dated 5/130 J. A™81^ ^ ^ of Q ^ dld . Mt get 
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doctors. Written responses are normally seni as P 
RECALL PROCEDURES 

j a 4/1 1 /08 VER 2 (See EsMbif#26) was 
' A re view of the firm SOP 9.070 « — ' M °S did relate to me how they 
fev wed. The firm has ^»°^ U . rf * "^Td ta their production because of to recall 
Q eedTd to recall Baxter Health Heparm ^^^^ ^ will conduct an invest.gatron, 

OBJECTIONABLE CONDFnONS AND MANAGEMENT'S RESPONSE 



Observations listed on form FDA 483 
"^BSERVATioFTl 



a i- fnv attribution do not include appropriate laboratory 

ingredient prior to release. 



■ ' . ■■ j f™m an Active Pharmaceutical Ingredient 
Specif** the a™ mature, ^-^fflrJS;^ — an 



Reference: 21 CFR 211.165(a) 



Supporting Evidence and Relevance: . _ „ Chemicals) both in the powdered 

■ The firm receives, their Active ^^^S^s 1*°*** &om fiimS lfc H ° SpM ' 
ItateUonlste^ 

McKesson, and SamsonMedrcal TectaDW ^ g drafi states under 10 . 3 6 
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Ex Mbit#10)A re viewofSOP 6.021 ^^^^^S'^^P 

aboratories for testing, mainly Dyna Lab St Louis M I ^ Endotoxin. 

5/27/08 under 10.7.5 (See Exhitatfrt-*).. , d Qut for sterility 

Th firm does collect the 5ml or 2% of any A«^X Mshed Admixture product. A 
There is no identity or potency tes * P«^^£ \ TQceivx& and 9.1.5 states " Due 
review of SOP 9.060 Sterile Product ^^^ t j geetom contamination and m'spections are 

to United Beyond Use dating on our g f f ;| ™ day THREE by the Quarantine Pharmacist, 
complete andmeet all ^^/^SuiS). Us Pasedis stated that they 
Results shall be obtained until day 14 ^ (See . ™ . tQ ^ ^ now toe y 

adhere to the SOP requirement of awaitin g he 3 day re P ^ ^ R day stenhty tesul t 
Z firm starts shipping the that-their contract laboratory would 

on all samples sent out for sterility testing. _» seve]1 day rep0 rt. 

notify' them immediately if a ^^^^^^ iaaoM aftet production. The 
TbeChart below 

Pharmacist and/or Quality Assurance do not wai the tbr y ^ from ^ 

per SOP# 9.060 Sterile Product Process no . the 14day s ^ ^ say were 

. Lntract laboratory, Dyna Laboratories ,St £ ^ ^ ^ ^ ^ from non- 

col ,ected as **>««*>^^ Scin added to LR 20 Units/ 1000ml M bag was 

■ LotNo. Vii * 1 - 



Sample 
No. . 



166486 



366488 



366489 

Exhibit^ 
^366485~" 
"366487~~ 



Product 



Hydromorphone 
HCL ■ 



Hydrornorphone 
HCL/Bupivacaine 

Sufentanil/-' 
Ropivacaine 

Oxytocin' 
Fentanyl 

Morphine Sulfate 



070322008@10~ 



07082008@92" 



Q7082008@136 



07142008@3 
OTl^OOS^r 7 



Mfgr. 
Date 



7/8/08 
Repacker 



7/9/08 



7/9/08 
Mfgr. 



7/14/08 

7/17/08" 

'6/30/08 7 
Repacke: 



Start 
Ship 
Date 



7/7/08 



7/09/08 



7/10/08 



7/16/08 
7/17/08 



;nd 
Ship 
Date 



7/10/08 



Only 1 



Only 1 



7/16/08 
Only 1 
"7715/08 



14 Day 
Sterility 
Result 



7/28/08 



7/25/08 



7/28/08 



7/30/08 
"8/4/08~ 
"7/21/08 



,ab Lot No. 



Q709200IyT 



07102008Y5" 



07112008Y 
3007142008./ 



07152008AT 
07182008Y3 
07032008Y1 



12 of 24 



Establishment Inspection Report 

Ameridose LLC 
Framingham, MA 01702-6211 



3005881167 
07/21/2008 
08/06/2008 




07 142008 A 



DAii 1L,i '-^ _. — — 

ISTI^ day. All shipments ; ™^V™^ . ^tstel vial injectable Lot#404669 
and provided to the firm. (See E^^The O^o ^ of 0xyt cm 

"an'factured by Abraxis Grand Is and 0xytocin packag e insert labeling stored m 
Lot#071 12008@35 (See Exbibit#30) and toe aw ? * d fa ae above table was . 

narcotics vadt was collected. O^-^^^^cseeErirfbJtiBl). The Oxytocin 
Educed using this Oxytocin ^"^^iS^ the sterility test results were not . 
T n(#07112008@102 was shipped immediately on « D D comes from Hospira 

7/29/08 (See Exhibits). The Ephednne Sulfate stock Solution 

how they did test the Stock Solutions for Potency , » J t j dlscussed w , t h 

h" are solely «f^j^ t ^^^Z is needed along with a steru% test for 
them that at minimum an identity and potency or i.u ° e t all Admixtures and 

aTs SeVoducts. They stated that they ^ V do ^ s enMy samples ^ 

S manufactured. This is done at Dyn rovide the firm with the results at 7 

S do a membrane filtration test on the pooled product and prov t ^ ^ 

1 U days Ms. Pasedis stated that they stopped ^f^ e s Sfe of the products along with. 

£ Comers who wanted toe *~ ™ l ° ~ uld respo nd within 10 to 14 days and 
„ ondusion of the inspection o / fmished product testing The firm provided 

«etom-housetestmgofsamp^ 
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■ OBSERVATION 

■ ii -an 1 dated 7/17/06 does not address 

•r ,.v SOP 5 010 Product Procurement, Receipt mi ^f^SdhUflflri by a fat method sho™ to 
Specifically, SOP S.uiu ^ flcal ingredients are sampled, tested ano . a , ^ a Certificate 

how the «ce.ved achve ph^ma ^ ^ ^ ^ the Cereiflcate f Analysis 

£he US p or ve"fl d ^ ^^fl JJ received and ha s vahdated ft ™U ^ ^ ^ 



Reference: 21 CER 211.80(a) 



Snorting Evidence «nd Relevance: r i „ Room 2 and the' CD Vault for Narcotics was 

description under 9.4 Item Recap* ^^f^^ of the incoming product. Under 10.5 
" jlomino testing or visual and physical ex ^ du , p 5 Q10 and 6 . 10 (Controlled 
ZS* SOP 9.010 dated 7/18/08 the ^ ^-^ S ^ ^onsibmties awregffding . 



Exhibit#42). 
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: ' : : ~ A ar imc (fy? Exhibit#43) and the follow-up lots 

TestingLaboratone^n^^ " 
done annually (See ^ b ^ U }^~ ™ tests „ all incoming ingredients. For 
rn^teriais even inougii Lie Jii — - . W( _ T T rj v=6^?-23/C^ ana 6:ou0/a., -&am 

Sample, the activepharmaceu^^ 

Ropivacaine 64719 were received by ^ f ^ ear rev iew of all SOPs and I was . 

Quality Assurance Committee. 

Discussion with Management: „ f malia aement during my inspection regarding ■ 

Various discussions were held with SffX I to *« 

my findings, including this issue of mcommg product m ^ produ ction of their 

■ Xtity te^t is needed on each ^^^g^ tMs needs to be a specific identity 

repackaged items and ^^^^^JS^ M* ? asedis stated that ■** T 
tett listed in the USP or a screnti fica y justified equiva ^ ^ ^ ^ &ey 

all the initially received lots of product and ^y have , ao ^ &e ghouM have as a 

receive the same lot of produpt ^^S^SZ they receive. Ms Pasedis stated 

STwtco^ 

^^^^^^ 

nonlerile powders. The firm provide^ ^^S^aotyethWfa.e, 
tests, and could not ^^^^^^ October and November 2007. There were 
and I asked them to stop loofa ng f or the a ™? * j d;d not request to review. The firm 

• 21 other lots of active l^^gSg,"! » to ° f F °™^ 
provided me with a draft of SOP 2.040 Order Pmcm g Qrdeis tQ ^ R oom ^ epack f or 

Sated 7/18/08 in which ^} 0J ^ & ^^ t 0r L and provide formulary Worksheets to the 
preparations discuss to cf te Bafch or 1^ t Or V ^ q{ gop $ m 

Production Area (See ^f^c^^on^l Consoles undated that under 10.4 Receipt 
Procurement and Receipt of ^^P^f^T c of As are obtained and reviewed, and 
of Materials it discusses how materials a accept C of As a^ ^ ^ & ^ 
materials are logged into the network (See ^"35^ 1 powder S p ecifica tion # 

Material Specification Document . . W provided^ toft fo P^^ ^ for {h duct 

- this document. 



■OBSERVATIONS 
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SOmcg/ml 4000 ml Stock Solution, and b) Oxytocin : 
Reference: 21 CFRHl.lS6(b) (7) 



,vt„cin in SWFI 10 units/ ml 4000ml Stock Solution. . 



Supporting Evidence and Relevance: 0Q the comp uter and they 

at Steps 12 and 13 for O^^SS at these two steps of the operation 
n0 r a percentage range of the theo«* .cal yi Recorfs tQ docunwt the 

' T .1,0 requested and received two finished pr oduct J*as . rfimed fet the .firm did not 

—s andir^— ^^^^^^^^ 




aa /L T R M units/1000 ml DO bag 1 bag (See Esh«#4yj. mcg /0.1% 50 ml m 60 

SaS 366485 Therelot siz, for Fentanyl/Bupivaoa^er^9 /^NACL^^^ ^ ^ ^ 
S Syringes was 100 syringes to one at the end of.Steps 4 through 6, 

SeSoes not record^ 



366485 dated 7/28/08). 

■ -n^cussion with Management: Hnmment the number of units produced 

. records. * . : — ... 

OBSERVATION 4 

^^^--•^^ 

Specifically, a review of Batch porm . • .; 
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Or.doesnotdo— tne„^^ 

example, a) Oxytocin in SWFI 10 umte mi « 100 ™ ! St °f j made 7/I5/0 s do not include instructions or • 

Orjcin added to LR labeling of the products invoived. 

have documented a line clearance «:orc tI ,c 



Reference: 21 CFR 211.188(b) (6) 



Supporting Evrdence and R levanc , ^ ^ ^ ^ 

A review was made ^^F'^^^'^^y Worksheets show steps where labels are 
syringes and Admpctoes inlm c abl ba s. Th^lary^ fo - ^ gwFI , Q 

staged and reconciled in Steps 8 and .y ol me » r y Exh i blt #S0); however, there is no record 

units/ml 4000 ml Stock ^^TSSS process starts. This can also be seen in 
.ofalmeclea^ancebeoreoraft «4 ^^ |(1 « W .*»toMW J «oW 
the various Documentary Samples ( 36M55 '^ ^ documentatioil of line clearance. One example is 
produced from the stock solutions do i ,ot ^w a ny docum ntation o ^ part 

OxytocmAddedtoL^U^ 

of documentary sample-No. 36MSU. i a &e recording of line clearances at 

firm in the past maintained Cleamng logbooks wnicn ^in ^ gop j MQ 

each Hood in the clean room. This ^^^ ff^ZIvBK. 2 dated 2/4/08 (See 
The Log of Use, Maintenance, and 9«jS^ rfHoods and pumps, various storage 
EsM bif#21) which covers the ^^^^ZmZ^ mi ^ 
equipment, and general equipment. ^^^^ ^ als0 has SOP 5.040 Product 
that is needed before f^f^^ ^ addresses the label generation, accuracy, 
Labeling ^J^^f^^S^Ma is completed after the product is packaged 
and reconciliation of the product, ine iao TW does not cover ^ clearances 



the areas. 



the line clearance and maintenance ^™°°^*™fsO? l.MO Tto Log ofUse, 
room. She stated that the 2date d 2/4/08 (See ExMbit#21), the ■ 

Maintenance and g X line entry every time that the hood was cleaned 

firm followed the ™£ SOP** q located ^ ^ ^ clean ooms . W e 

prior to. a new P ro f w C « e ~X the dooum entation of these cleanings and line clearances, 
&u"^^^ 



Technician can sign off on these actions. 
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OBSERVATION 5 



The hatch production and eontroi * d ° Mt ^ ^ Statemen£ 

of cke-actual yield aid percentage of theoretical vide, 

'432 bags made 7/15/2008 (Step#4). . 

Reference: 21 CFR 2H:188(b) (7)- • 

Supporting Evidence and Relevance: ' _ ' the inspection which revealed 

Several Formulary Worksheets were ^^"^^^^^tite Formula ' 
that the firm did have a lot or batch size ^f^^^^^yiaA noted in to . 
Worksheet; however, there is no ac taal yieki o l^ c ^f~Zm0 ml Stock Solution 
following two Formula Workshee s , a Ox^oem ^^E^ ^ b) ^ ocin added t0 
Lot#06172008@L30 made ^^.^^{^^^^2 bags made 7/16/2008 (Step#4), 
0.9% NACL 30 units/ 500 ml DJJ ^S^^Sto L sfock Solutions, to firm 
which is included in Documentary ^f^^^g^ but does not determine the . 
calculates under Step#7 to actual weights f to d ™^ ^ tQ compare with the actaa , 
actual size of to batch produ , d Th«e of 0xy toein in SWFI 

amount of stock solution produced The example prov ^ ^ ^ 

Lot#0617200S@130 where the batch size is 20 L.ters^nd toy wrtf ^ ^ ^ 

Although, in this case, to active is less than .5 g andwould be r ^ ^ 4 ^ 

syringes manufactured 7/8/08 (yocumemary »p Adnuxin „ Technician under Step#4. 
on.each page but no actual amount ^7^^^£^j, pro duced. The'432 bags of 
There is also no mention of a percentage of the ^^^^ ^ of Hydromorphone 
Oxytocin were produced from one 1c to fst f ^ ^ 

wercproduced from 3 lots of stock solution. There ^ nomto ^ ^ it 

to disposition of any stock solution ^maten 1 eft ^™ hon / as listed on the Form ulary 
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FBI- 300SS81167 

Establishment Inspects Report . ^ ^ 07/21/2008 

Ameridpse LLC - ■ 08/06/2008 

Framinghara, MA 01702-621 1 _ . mtsa ' 



Discussion with Management: 

! ■ v i j nSir : nff the insoection-wifh" Ms Pasedis and Mr. Conigharo regarding the ■ 

A discussion was held aunng the mspeotion w ^ nf nrodurt for e2ch stock solution and 

Formulary Worksheets ana ^ - - - ■ — amount f product in each stock 

finished product produced. Ms. ^^.^^^ t0 he r that they need to know the - 

calibrated Repeater Pump. ' .•: 



OBSERVATION 6 



Written production and process control procedures are not followed In ft 
production and process control functions. 

Specificailv, during the review of several SOPs it was noted that the firm was not Mowing what was expected as 

SS?™ there fs turrentiy no in house ,ab testing or capabilities of testing a product m house. 
Reference: 21 CFR 211.100(b) \ ■ 

Suaoorting Evidence and 'Relevance: ... ■ "■• 

, PP r? .. fi _> Master SOP List resulted in the request for IS different SOPs which were 

with the nertinent'paees containing SectionlO.12 . - . 

■I ? n f SOP 091 Quality Assurance Sample Process and Library VBR 1 dated 6/1 /07 reveals 
ideT Tfe S ° £ «le,a section 9.4.lon "lot samples for in house Lab testmgV. when 
rScSSfab * house lab'testing or capabilities of testing a product m house (See , 
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. „ FEI- 3005881167 

ErtabifahmentiBspectioa Report _ ^ ^ 07/2172008 

AmeridoseLLC ^ Q8/06/200S ' 

Fraininghamj MA 01702-6211 

MiibiC^7A) The firm drafted a new SOP 6.021 Version 2 and provided me a-copy that showed 
^^^LdLd«e* the SOP and eliminated references to in-house laboratory testmg, by 
eliminating the Section 9.3. land 9.4.1. 

Discussion with Management . ' . , 

Dnrin. the inspection discussions were held with Sophia Pasedis and Melanie Cerullo regarding 
vaTus SoS It was bought to my attention that Ms. Cemllo was in the process of doing a review 
InU SOPs as per to firm policy of reviewing all documents once every two years This has led 
to dSt SOT that are in the draft stage, signed and dated 7/18/08 by Sophia Pasedis and 
undoing fmalVeview and full OA Committee sign off. I was provided drafts showing correctors 
made on the above two mentioned documents. ■ 
Another document that was reviewed and discussed with all three management persoi* 

SSSSSriSv of V«aa 1 it states "An integrity (bubble test) shall be per o^ed. 
E asked firm' management present with me during the mspector for documentation of 
Ss bubbSint tesls conducted they were unable to provide me with any documentary feat 
th ^ bubblets was performed prior, to 6/26/08. Ms. Pasedis confirmed that when drey revised SOP 
o w OMR thf-v started doing bubble point tests and included the documentation in With the 

SlXZ^TlnZll in Morphine Sulfate in 0.9% NACL 1 mg/ml 4000m! Stock 
SnLTo6to2008@122 manufactured.7/1/2008 (See ErfdbitSSS) where Attachment Post, 
uSTbbfe S rater Integrity Testing of Filters for Filter Lot* C8CN52423 used rn productron of 
Filter Sterilized Lot#06302008@122 passed; . 



REFUSALS 



There were'no re&sals on cGMP document requests. I did request an actaal or the template of the 
^e of contracts used with their customers, which are solely Hospital facihhes. Ms. Pasedis stated 
M CoSuaro concurred that there was no cGMP regulation that required them to prov.de me 
wither a template contract or signed contractthat they have with any of then chants. 



GENERAL DISCUSSION WITH MANAGEMENT 



Prior to leaving on 8/5/08 1 discussed with Sophia Pasedis and Gregory Ccnigharo the otewtom 
thTl had from my inspection to date. I also collected at this time two physical sample 366491 and 
366492 with documents and submitted them for sterility, potency and ident.fication testing.. They 
were identified and shipped to NRL on 8/1 1/08. ' 
nn R/6/08 nrior to leaving the firm in the afternoon an exit discussion was held with the three 
Z!SZ^sL who accompanied me during the inspection. AList of Observations (FDA48.) 
was S to Mr Gregory A. Conigliaro, General Manager, in the presence of Sophia Pasedis, VP 
W tory, cfmplian^eld Auditing, and Melanie Cemllo, Director of Quality, after discussing 
.pother issues with them. I discussed with the firm the following two points: ■ 
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Establishment Inspection Report 
Ameridose LLC 
Framingham, MA 01702-6211 



FEI: 
EI Start: 
EI End: 



3O0S88H67 

07/21/2008 
08/06/2008 



1 ) The firm currently tracks all incoming ingredients and products used in production by the 
supplier/manufacturer's lot number, which they use throughout the recording of theidentity 
of the Hem. The firm has some container closures and other materials that do not have lot 
numbers and need to be idemmed. Alihough they can continue with their, current method -we 
discussed their looking into a better method, especially when they get a new software 
tracking system for .the documentation and production of their products; and 
' 2) I discussed with them SOP 8.010 Filtration and Sterilization Process Version 2 dated 6/26/08 
and the earlier Ver.l Sterilization dated 7/17/06. The firm had no documented record that the 
filter integrity (bubble point) test was being done as per SOP prior to the revision of 6/28/08. 
They had provided me with an example of a bubble test done on 6/30/08 to show that it is 
now being done. ' • . 

I proceeded to read each of the six (6) Observations to those present. When asked, I provided 
clarificationand examples of what was missing in the Master and Batch Formulary Records. I also 
acknowledged that the firm was conducting a two year review of all SOPs and that they were in the 
process of updating these SOPs even .before Istated my inspection. I emphasized the importance of 
the first observation and explained to them that my observations may lead to Regulatory Action, . 
which includes a Warning Letter, Seizure or Injunction after prior, warning. I also explained to 
them that the documentary samples I collected during the inspection were so that we could review 
the various labeling and products produced by the firm at this location. Ms Pasedis asked to whom 
and how soon should they respond to the List of Observations. I gave them our current District 
Director's name and asked that I becopied on any correspondence. ■ They stated that they would 
respond within 10 to 14 days. 
The inspection was concluded. 

SAMPLES COLLECTED . ' 

The following two physical samples were collected: ■ 

1) 366491 dated 8/6/08 FENTanyl (as citrate) in 0.9% NACL, 100 ml Injectable bags 24/10 
mcg/ml units of Lot# 07302008@4 EXP September 13, 2008 collected and shipped to NRL 
for Sterility, Potency and- identification; and . 

2) 366492 dated 8/6/08 OxyTOCIN 30 units added to 500 mL in 0.9% Sodium Chloride ' 

■ Injectable bags 24 units of Lot#08022008@54 EXP November 2, 2008 collected and shipped 
to NRL for Sterility, Potency and Identification. - . ■ 

I also collected the following 6 Documentary Samples; . 

1) 366485 dated 8/6/08 Fentanyl Concentrate in Water lOmg/ml 1592.1 ml. Concentrate Stock: , 
■ Solution Lot#06162008@31 EXP October 14, 2008 collected for cGMPs and labeling of finished 

product; . - . . . 

2) 366486 dated 8/6/08 Hydromorphone HCL in-0.9% NACL 0.2 mg/ml 4000 ml Stock Solution 
Lot#06162008@81 EXP September 15, 2008 collected for cGMPs and Labeling of finished product; 

3) 366487 dated 8/6/08 Morphine Sulfate in 0.9% NACL 1 mg/ml 4000ml Stock Solution . 
Lot#061 12008@92 EXP September 10, 2008 collected for cGMPs and labeling of finished product; 
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Establishment Inspection Report ^ ^ 

Ameridose LLC ^ End 

Framingham,MA 01702-6211 — 

« ,"66488 dated 8/6/08 Bupivacaine 0.75% 4000 ml Stock Solution Lot#06172008@125 EXP 

4) 366488 date d 8/b/Uo p > ^ f finished product; 

Septernber 16,2008 «*-^ q $% ^ rf ^ ^ Lo t#06172008@127 EXP 

VOLUNTARY COSSECTIONS 

^^msp^^ 

ATTACHMENTS 

FDA482 Notice of Inspection dated 7/21/08 
FDA483 List of Observations dated 8/06/2008 

' Attachment*!: FACTS Assignment 5703 target date f 0/2008. . 
Attachment: List of Two Contract Servicing laboratones from 2/ 07 ELR 
Attachment: List of Actives received for Product.cn from 12/0 EIR 
Attachment List of Wo outside Laboratories from pnor 12/07 EIR 



Exhibit#l : Ameridose Labeler Code letter dated 8/8/2006 (1 pg) 
Exhibit#2: Organization Chart (1 pg) 

Exhibit#3:. Ameridose Products List (26 pgs) . ■ . 

Bxhibit#4: Product Batches List (3pgs) . 

Exhibit SOP 2.010 Training Program dated 1/2820/0? (12 pgs) 

2;;;; ii;/6: SOP 3.030 EnvkonmentalMonitoring of Clean Room Areas dated 7/17/2008 (32 Po s) 

Bxhibit#7: Master SOP Index (3 pgs) . . 

Pvhihit#8- SOP 1.030 Method Deviations dated 1/28/2008 (9 pgs) iJ ;, n „« m 8n 
» SOP 9.030 Corrective Action/Preventive Action (CAPA) Management dated 2/1/2008 (3 

£bit#10: SOP 9.010 Responsibilities of Quality and Compliance dated 7/18,008 Draft (9 pgs) 
Exhibit#ll: 3 Product Stock Solution Batches July 7-21, 2008 (3 pgs) 

• Bxhibit#12: Photos #1-3 Facility (2 pgs) ,. .. . 

Exhibit#13: SOP 5.060 Process Validation dated 7/10/2008 (4 pgs) 
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FEI: 30Q5S8I167 
07/21/2008 
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Exhibit#14: SOP 9.050 Beyond-Use-Dating "(BUD) of Products dated 5/22/2008 (5 pgs) 

s2bit#l 5: Product Verification report and Certificates of Analysis on Hydromorphone (C of A) (6 

pgs) 

Exhibit#16: Product. Verification and C of A (4 pgs). 

lSbit#19: Attachment 2 Sterilization record Cycle 79B dated 7/29/08 (3 pgs) 
Exhibit#20: SOP 5.040 Product Labeling dated 3/19/08 (6 pgs) 

Sbi«21: SOP 1.040 Log Of Use, Maintenance, and Cleaning (LUMAC) of Equipment dated 

SI: Folula Worksheet Oxytocin- added to LR 20 1 Units/ 1000 ml M bag 

Lot#07082008@l made 7/8/08 arid destruction comment (7 pgs) 

Exhibit#23- SOP 5.050 Packaging and Shipping Process dated 6/16/2008 (5 pgs) 

po'S) 

E^hibit#26: SOP 9.070 Recall Procedure dated 4/1 1/2008 4 pgs) 

ExHbit#27A- SOP 6.021 Ver. 1 QA Sample Process and Library dated 6/1 1/2008 (4 pgs) . 
Exhibit#27B: SOP 61021 Ver. 2 QA Sample Process and Library undated draft (4 pgs) 
Exhibit#28" SOP 9.060 Sterile Product Process dated 7/17/2006 (6 pgs) 
FxMbit#29 : Sterility Test Results on Products from 5 powdered active materials (1 4 pgs) 

7/1 1/08 insert label Abraxis and C of A (13 pgs) r .- M ■ . _ 7T Unrr 

Sml. Formula Worksheet Oxytocin added to LR 20 Units/ 1000 ml M Bag 
Lot#07142008@3 made 7/14/2008 (13 pgs) 

Exlnbit#32- Formula Worksheet Oxytocin added to D5W 10 Units/ 500ml INJ bag 
Tnt#b7112008(S102 made 7/1 1/2008 w/sterility results (10 pgs)- . 

MbiSinal Preparation Specification Hydromorphone 0.2 mg/ml in 50ml 0.9ft NACL 60 ml 
BD Syringe.undated Draft (3 pgs) ,,,,„,..,,.„, 
Exhibit#35: SOP. 5.010 Ver. 1 Product Procurement, Receipt and Inspection Ver. 1 dated 7/17/2006 

Moke: SOP 5.010 Ver. 1 Product Procurement, Receipt and Inspection Ver. 2undated draft (1 1 

E 2ibit#37: Receiving Materials electronic Log ^ "^ gPg ' 
P-hibit#3'8- SOP 2.040 Order Process Ver. 1 dated 7/17/2008 (4 pgs) 

£er Processing and Generation of Formulary Worksheet Ver. 2 undated Draft (8 pgs) 
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08/06/2008 



Exhibit#40: Stability Test results as C of As (5 pgs) 
Exhibits^! : 'List of Ameridose Vendors (2 pgs) 

Exhibit£42: List of Powdered Lots received since day 1 (3 ?£s) ' 

Exhibit#43: Original Tests on incoming Actives, O of A reports (17 pgs) 

Bxhibit#44: Annual Tests on incoming Actives, C of As (14 pgs) 

Exhibit#45: Raw Material Specifications Ropivacaine Powder undated draft (2 pgs) 

Exhibit#46: Master Formula Worksheet Fentanyl in SWFI 50 mcg/mi 4000 ml Stock Sol 1 Lit size (6 

pgs) . 

Exhibit#47: Master Formula Worksheet Oxytocin in SWFI 10 units/ml 4000 ml Stock Sol 1 Liter 
Size (6 pgs) 

Exhibit#48: Master Formutary Worksheet Fenianyl/Bupivacaine En 0.9% NACL 1 mcg/0, 1 % 50 mi 
in 60 ml IHJ Syringe 1 syringe (3 pgs) . . 

Exhibit#49: Master Formulary Worksheet Oxytocin added to 20 Units/ 1 000 ml in INJ Bag 1 Bag (3 
Pgs) 

Exhibit#50: Formulary Worksheet Oxytocin in SWFI 10 units/ml 4000 mi Stock Sol 
Lot#06172008@l 30 made 6/18/2008 (14 pgs) 

Exhibit#51: SOP 9.100 Sterile Technique Qualification (Media Fills) Ver. 2 dated 6/16/2008 (18 
pgs) 

Exhibit#52: SOP 9.100 Sterile Technique Qualification (Media Fills) Ver. 3 undated Draft (2pgs) 
Exhibit#53: SOP 8.010 Filtration Sterilization Process Ver. 2 dated" 6/26/2008 (7 pgs) 
Exhibit#S4: SOP 8.010 Filtration Sterilization Process Ver, i dated 7/16/2006 (3 pgs) 
Exhibit#55: Formulary Worksheet for Morphine Sulfate 0.9% NACL 1 mg/mi 4000 ml Stock 
-Solution Lot#06302008@!22 made 7/1/2008' (3 pgs) 





Richard H. Penta, Investigator 
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FDA Complaint Log for Ameridose, NECQ orAlaunus 



FAERS search results for suspect drugs labeled as Ameridose, New England Compounding Center orAlaunus 1 
Reports Initially received by FDA from 1/1/02 to 9/25/12 



Voluntary Reporting 


FAERS 
Case# 


Initial FDA 
Rec'd Date 


Reported 

Compounding 

Pharmacy 


All Preferred Terms 


All Reported Suspect Drugs 


Reporter Selection 
for Box B1 Category 




7/30/02 


NECC * 


PAIN.HEADACHE 


METHYLPREDNISOLONE ACETATE 


Adverse Event 




7/30/02 


NECC 


BLOOD CULTURE POSIT(VE.HEADACHE.MENINGrriS.PAIN 


METHYLPREDNISOLONE ACETATE 


Adverse Event 


3830640 


8/15/02 


NECC 


MENINGITIS 


METHYLPREDNISOLONE ACETATE 


Adverse Event, 
Product Problem 


6616697 


4/7/08 


Ameridose 


DRUG EFFECT DECREASED.COUGH, AIRWAY COMPLICATION 
OF A NAESTHES1A.M EDI CATION ERROR.PRODUCT QUALITY 
ISSUE 


SUCCINYLCHOLINE CHLORIDE 


Product Problem 


6833736 


11/21/08 


Ameridose 


DRUG INEFFECTIVE 


PHENYLEPHRINE 


Product Problem 


7831464 


2/8/11 


Ameridose 


DEVICE OCCLUSION.DEVICE LEAKAGE 


HYDROMORPHONE 
HYDROCHLORIDE 


Product Problem 


8008327 


6/15/11 


Ameridose 


MEDICATION ERR OR, INCORRECT DOSE ADMINISTERED 


MAGNESIUM SULFATE 


Product Problem 


8360445 


1/24/12 


Ameridose 


DRUG LABEL CON FUSION.CIRCUM STANCE OR INFORMATION 
CAPABLE OF LEADING TO MEDICATION ERROR, MEDICATION 
ERROR 


FENTANYL 


Adverse Event 


8480382 


3/23/12 


Ameridose 


MEDICATION ERROR, CIRCUMSTANCE OR INFORMATION 
CAPABLE OF LEADING TO MEOICATION ERROR, DRUG LABEL 
CONFUSION.PRODUCT CONTAINER ISSUE.DRUG NAME 
CONFUSION 


MORPHINE 

SULFATE, HYDROMORPHONE 
HYDRO CHLORIDE, MIDAZOLAM 


Medication Error 


8631046 


6/12/12 


Ameridose 


MEOICATION ERROR.CiRCUMSTANCE OR INFORMATION 
CAPABLE OF LEADING TO MEDICATION ERROR, SYRINGE 
ISSUE 


EPHEDRINE 

SULFATE, PHENYLEPHRINE 
HYDROCHLORIDE 


Adverse Event 


8672621 


7/9/12 


Ameridose 


DRUG INEFFECTIVE, INCORRECT STORAGE OF 
DRUG MEDICATION ERROR 


SUCCINYLCHOLINE CHLORIDE 


Adverse Event 


Note; Regis 
adverse even 
and the adve 


Registry Reporting 

ry reporting events were received for patients enrolled in a Visudyne Registry Study of Age-Related Macular Degeneration (AMD) Therapy. Per the Visudyne Registry Study protocol, 
' reports were submitted to FDA. Product quality complaints forNECC compounded Avastin were not reported in these adverse event reports, 

■se events were not attributed to NECC products. „ _ 


FAERS 
CaseS 


Initial FDA 
Rec'd Date 


Reported 

Compounding 

Pharmacy 


Ail Preferred Terms 


All Reported Suspect Drugs 


Reporter Selection 
for Box B1 Category 


6326386 


5/25/07 


NECC 


DEATH 


AVASTIN, VISUDYNE 


Adverse Event 


6326388 


5/25/07 


NECC 


DEATH 


AVASTIN, VISUDYNE 


Adverse Event 


6326390 


5/25/07 


NECC 


DEATH 


AVASTIN. VISUDYNE 


Adverse Event 


6331173 


5/25/07 


NECC 


OVERDOSE 


AVAST1N.VISUDYNE 


Adverse Event 


6515515 


12/17/07 


NECC 


TRANSIENT ISCHAEMIC ATTACK 


AVASTIN.VISUDYNE 


Adverse Event 



'No Reports were received for Alaunus 



November 2012 - Ameridose 2010 Complaint 




The Commonwealth of Massachusetts 

Executive Office of Health and Human Services 
• -Department of Public Health 
Division of Health -Professions Licensure 



DEVALU PATRICK 
GOVERNOR 



Board of Registration in Pharmacy 



TIMOTHY P. MURRAY 

LIEUTENANT GOVERNOR 



JUDYANN BIGBY, MD 
SECRETARY 



' 239 Causeway Street, Suite 500, 5 th Floor 
'.'* Boston, MA 021 14 

. ■ (800) 414-0168 



http:/AAAVV/.mass.qov/reg/boards/6harmacv 



JOHNAUERBACH 



COMMISSIONER 



• June 6, 2011 ' . ' ' " ' • • • ' ' 

James N. Czaban/Esq. 

Wilfey Rein, LLP - • ' • : . ' 

1 776 K Street NW • , 
Washington, DC 200.06 .. ' ■ 

RE: Com?laMpocketms,¥EA20mW mdVEA2010Ql08 x ' ... 
Dear Atty. Czaban: ' . _ 

The Board of Registration in Pharmacy (Board) has voted to resolve the above-referenced 
complaints by issuing a Dismissal Letter (enclosed) to Ameridose, LLC pharmacies locate 
Westbbrough, Massachusetts. * 

Thank you for bringing this matter to the attention of the Board. 

; Very truly .yo^rrs, - ■ ' . • 




' Stanley B. Walczyk, RPh, President 
Board of Registjation In Pharmacy 



Ends. 




Received 

N 18 201? 

BOARD Of 
PHARMACY 



1776 K STREET HW 
WASHINGTON, DC 20005 
.PHO^E 202.719=7006 
FAX ' 2O2.71S.7049 

7925 JOKES 8 RANCH DRIVE 
MeLEAfi, VA 22102 . 
P&ONE 703.905.2800 ' 
FAX • 7O3J05.2S2O ' 



www.vnleyrei n . com 



James U. Czgha'n 

202.719,7411 

jcz3bsn@wffeyrein.com 



VIA UPS 

James- D. Coffey, 'Director ' 
Board of &egistan^mm Pharmacy ' 
239 Causeway Street, 2nd floor, Suite 200 
Boston, MA. 02114 ■ 

.B.e: ■ Pre-Mixed Nicardipiae Injection - 
Notice of Settlement Between 8 



Contains Confidential Commercial Informatioa 
and Trade Secrets; Exempti?ram Public Disclosure' 
Pirrsnant to Massachusetts PubU6 Records Law, G. 
r,c.4,§*;7(26-Xg) ■ 



and Ameridose LLC 



■ Dear Mr. Coffey: . • ■ ' . . N .• • ••; 

correspondence, I am writing to inform you &a|j|||j and Ameridose LLC 
. ("Ameridose") have reached'an amicable resolution to the companies' dispute 
regarding Ameridose's activities involving nicardipiae. 

.Accordingly fH^ao longer believes that any governmental investigative or" ■ 
- enforcement actions; against Ameridose are. necessary to protect the public health 
and safety and hereby withdraws its request that the Board of Registration in 
Pharmacy take any such actions. ■ • ' • ' 

We> appreciate your attention to this matter, . . ' • 



.cc: • 




The; Commonwealth of Massachusetts 

Executive Office of Health and Human Services 
Department of Public Health 
' Division, of- Health Professions Licensure • 
Board of Registration En Pharmacy 
investigative Report 

In the Matters of: "... 

1 . PHA-2010-0107 Ameridose, LLC, located on 50 Fountain Street in Framingham, MA 

•(DS3467; Issued 07/13/06) , ; ' " 

2. PHA-2010-010S Ameridose, LLC, located on 20 Flanders Road in Westborough, VIA 
(DS89641; Issued 11/21/08) . " ' ' 

Manger of Record: ■ ■ " 

>h' Sophia Pasedis(PH20217; Issued 06/24/1-987; no prior complaints) : • 

2. Bryan- M. O'Neill (PH23692; Issued 06/23/1997; no prior complaints) .' 

Investigator: Cheryl Lamum, PhannE), RPh 

Supervisor: Samuel J. Penta, RPh 

Allegation, of Complaint : give nature code and summarize the allegations: 

The complainant (a specialty pharmaceutical company) alleges that Ameridose, LLC 
located on 50 Fountain Street in Framingham (DS3467; no prior complaints) and Ameridose, 
LLC located on 20 Flanders Road in .Westborqugh' (DS89641;'no prior complaints) manufacture, 
and distribute an unapproved,' pie-mixed nicardipine injection product. The complainant further 
• alleges that the manufacture Of this product "is unavoidably dangerous under the conditions of its 
■ use and poses an immediate risk of death for critically ill patients to whom it is administered," 

Nicardipine injection is a calcium channel blocker indicated for "the short-term treatment 
of hypertension when oral therapy is not feasible or not desirable." 

•There are two forms of nicardipine injection approved by the EDA. The first is 
nicardipine (2.5 mg/ml) in 10-m^^^^^pules, for dilution in 240 ml of intravenous fluid It is 
available as Cardene IV frorri|gp(jg^j§j|^Inc and from various generic' manufacturers. 
The second is Cardene L V, Prernixed Injection; It is supplied as a single-use, ready-to-use, iso- 
osmotic solution for intravenous administration in a 200 mL Galaxy ® container with 40 mg (0.2 
mg/mL) nicardipine hydrochloride in either dextrose or sodium g^gnde. The prgjggred bags are 
manufactured by Baxter Healthcare Corporation and marketed o^||j|jJ|pjjJj^^| 

A^theridose manufacturers its pre-mixed nicardipme.injec,tioA > product by obtaining 
nicardipine ampoule products from hospital customers and by admixing the hospital's own 
nicardipine into commercially available.diluent bags. Ameridose returns the finished products to 
hospitals, which store the bags until needed. • ' *' 




The complainant states that once diluted, nipardipine solution has a very short, 24-hour 
stability period at room temperature. The complainant further states, "Ameridose's practice of 
simply admixing nicardipine from approved ampoule products into an off-the-shelf LV. bag 
cannot result in a ready-to : usemcardipine injection product that will be safe, pure, and stablo ■ 
beyond the 24 hour period specified in the FDA-approved labeling for ampoule products." The 
complainant continues, "The percent of nicardipine remaining in solution decreases as function- 
of pH over a twenty-four hour period," The pH, concentration of the active ingredient, and the. ■ 
■ composition of the container material affect the stability 'of the active ingredient and the 
formation of impurities. • 

Activities-arid Findings: ' " ' 

On July S, 2010 Board Investigators, with EDA Investigators, performed a'site visit of 
both Ameridose's Framingham (DS3467; no prior complaints) and Westborough, Massachusetts 
. (DS89641; no prior complaints) facilities. The MOR of the Framingham facility was identified ■ 
as Sophia Pasedis. (PH20217; .Issued 06/24/1987; no prior complaints); the MOR of the 
Westborough facility was identified as BryanM. O'Neill (PH23692; Issued 06/23/1997; noprior 
complaints). . 

At the time of the visit, the Frarrnngham facility located on 50 Fountain Street in- . . \ 
Framingham, MA was undergoing renovations' with very lirnited operations and staff on site. 

' The Westborough facility, located on 20 Flanders -Road in Westborough, was fully 
operational. An inspection was conducted of the facility's retail pharmacy license. No violation 
of B oard of Pharmacy rules or regulations was found. 

In a written response t^^^^^^^^B allegations dated My 15, 2010, Ameridose 
states, "Ameridose does not inara^rtSeffis^duct, but rather its pharmacists are admixing the 
hospital's own Nicardipine into a commercially available diluent bag justas the hospital ■ 
pharmacist would but rather in a far more controlled and advanced cGMP environment." 
Ameridose also states that "multiple stability studies, completed. by independent, FDA registered ■ 
■labs, which show that the admixed version(s) of Nicardipine admixed by Ameridoseon behalf of 
its client hospitals, meet all stability, pH, sterility and other final admixed product requirements." 

Ameridose further states that they have "hundreds of studies that address the sterility of 
its admixed medications" and that all admixing occurs "in ISO 5 environments, inside state of the 
art clean rooms," Ameridose, continues, "Ameridose's operations exceed the requirements of 
USP <797> and.meet cGMPs." • 1 . 

in a written/signed letter dated January 14, 201 1 ,§^p^^^^ft stated that|(jj|if and 
Ameridose, LLC ("Ameridose") have reached an. amicable resolution to the companies^Sspute * 
regarding Ameridose's activities involving nicardipine.". 



The letter continues, 1 ' Accordingly^^Bio longer believes that any governmental 
investigative or enforcement actions agamstAmfridose are necessary to protect the public health 



and safety and hereby -withdraws its request that the Board of Registration in Pharmacy take any 
such actions." ■ .. . ■ 



Investigator Signature: 

• ■ ; ■ " o 

Supervisor Signature: \/^ ' 

Adderiduin: 




Date 



■ <n JO I, 



Date 




Investigator Penta spoke.with JpA Jnvestigato:rjpiigill§jgion February 9, 2011. Per 
Investigator Emerson, at this time the FDA is not moving forward on this matter and the matter 
is adrrjihistrafively closed. If the matter is re-opened we will be contacted by FDA. 
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June 30,2010 



"VIA E-MAjCL and overnight delivery 

James D, Coffey; Director . 
Board of Registration in Pharmacy . 
239 Causeway Street, 2nd Floor, Suite 200 
kostom MA 02114 



Re;. Complaint Against AmeridoseLLC for Unlawful 
; Manufacturing and Distribution of 
?re-]\^!xed Nicsrcrrpiae Injection Prodrtcts 

Dear Mr. Coffey: •" ■ ' 



Dames N. Czaban 

202.7W4U 

jczaban@wileyrein.com 



On behalf QtfBBSBSBSBBIBBBBBS& * ^ writing to call your attention to 
serious' vioIauf^^^tea^^^Spaarrr^cylaws and regulations by Ameridose, 
LLC ( I( Ameridose >, ) > of Framingham and Westboroug^ Massachusetts, and to 
request tbat prompt investigation and disciplinary actions be taken against ' 
Ameridose by the Board of Registration in.Pharmacy (the "Board"). 

The unlawful actions of Ameridose involve the manufacturing and distribution of an 
unapproved injectable prescription drug product - specifically a pre-mixed 
nicardipine injection product - which is unavoidably dangerous under the 
■conditions of its use and poses an'irnmedjate risk of death for critically ill patients to 
whom it is administered, . • • 

As indicated below, Ameridose is a Massachusetts-based company y/ifht\vo 
Massachusetts facilities, and holds six Massachusetts Pharmacy Licenses: 



Ameridose, LLC 
50 Fountain Street 
Framingham, MA 01702 
Phone: 888^820-0622 ■ 
Phone; 508-656-2649.' 
Fax:. 508-872-0044 

Mass. Pharmacy Licenses : 
DS3467 (Retail Drug Store) 
CS3467 (Controlled Substance) 
CF3467 (Cert of Fitness) " ■ 



Ameridose, LLC - ■ . 
205 Flanders Road 
Westborough, MA 01581 
"Phone: S£8-82O-0622 
Phone; 508-656-26.49 
Fax; ,508-872-0044 

Mass. Pharmacy Licenses : 
DSS9641 (Retail Drug Store) 
CS89641 (Controlled Substance) 
CF89641 (Cert. of-Fimess) 
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Thus the Board has jiuisdictibn, and the legal obligation, to investigate this matter 
and take appropriate disciplinary action to enforce the law and'protect the public . 
• health. . , ' 

I. -BAGKGROTJX© - NICAKDIPINS INJECTION PRODUCTS 

A- EPA-Approved Products . ■ • 

Nicardipine injection products are indicated far "the short-term treatment of . 
hypertension when oral therapy is not feasible or not desirable. In practice, ' • . 
nicardipine injections, are admmistered to hospitalized patients with elevated blood 
pressure due to serious medical events such a stroke; aortic dissections, elevated 
blood pressure due to Iddney disease, or central nervous system (CNS) injury* 
where rapid reduction of blood pressure as a life-saving intervention is Warranted. 1 . 

There are two forms of nicardipine injection approved by FDA pursuant to the 
federal Food, Drug, and Cosmetic Act ("FDCA"): . . • 

9 Nicardipine (2.5 mgfmL) in 10 rnL glass ampoules, for dilution in 240 mL 
" of intravenous fluid; available from. EKR as- Cardene® L V- (nicardipine for 
injection)' arid from various generic manufacturers. This form of nicardipine 
v/as first approved in 1992. 

* Car<lene®I.V..Pre-M^^ 

mg/mL%m.2O0mt Galaxy® bags C'Cardene^RTU")- For each strength of • 
Cardene® RTU there are two diluent solution options: dextrose or sodium . 
chloride. This product form v/as approved in 2008. 

B. Ameridose's Unapproved Nicardipine Infection Product 

Ameridose manufactures its pre-raixed nicardipine injection product by obtaining, 
nicardipine ampoule producjs from hospital customers, diluting and filling the 
modified product into off-the-shelf l.V. bags, and retinhing the finished product to 
hospitals v-hicli store the bags until' needed The Ameridose product is notPDA- 



1 See P.E. Marik&T. Varoa, 13 f CHEST \%9S2 (2007); AJ. ^ureshi, U8 Circitlaiion 176-87 
(20Q8};AJsiJ?aacioIi,51inn.^m.e7g.iWe(/.S24-S27(2O0'8). 
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approved, and as discussed below,' it is unavoidably dangerous under the conditions 
of its use, poses an inunediate risk of death for patients to whom it is administered, 
is xnisbrand.ed arid deceptive, and is being- unlawfully rnanXjfactured and distributed 
In violation-of the FDCAand Massachusetts law. 

H. ArYDSRIBOiSE'S PBj^BTLLED NICARDIPINE INJECTION 
' PRODUCT POSES SEBlOBS SAFETY RISKS 

A, Nicardipine Injection Arappnles Hav,e Very ' . * 
ShorrSfabilitv After Being CTed Into tV, Bags ' 

The major drawback of iricardipine ampoules is that the product requires dilution 
with 240 mL of a suitable intravenous fluid before being a dm i n istered by slow 
infusion at a final concentration of 0, 1 rag/mL. -Importantly,, once diluted, the . 
nicardipine solution has a very short 24-hour stability period at room temperature. 
As the FDA-approYed labeling for.Cardene® I.V, ampoules (and equivalent generic 
products) warns, "THE DILUTED SOLUTION IS STABLE FOR 24 HOURS AT 

,-K.OOM TEMPERATUKE" (capital letters in original)- Tiros, for both safety and 
efficacy reasons, hospitals must wait until they have an identified patient in need of 
the drug.before diluting the drug. and filling it into an I.V. bag for immediate 
adrninistration. Ameridose's practice of simply admixing nicardipine from 
approved ampoule products into an off-the-shelf I>V. hagcanuotresultinaready- 
t o-use nicardipine injection product that will be safe, pure and stable beyond the 24 

; hour period specified in the FDA-approved labeling for- die ampoule products. 

B. AmerMose's Manufa'ctxrrmg Process 
Cannot Overcome tho Short-Stability Problem . 

The short-stability problem of diluted nicardipine ampoules, as well as difficulties 
in produemg'a sterile pre-filled nicardipine LV. bag, posed technical barriers to the 
development of apre-rnixed ready-to-use product However; through extensive 
research and development enorts^jl||bas able to develop Cardene @ RTU as ihe 
first and only shelf-stable 2 and sterile pre-rnixed ready-to-use nicardipine injection 
product EDA approved Cardene®RTU in 2008. And, reflecting the novelty of 
Cafdene^RTU, and the innovation required to develop and produce sucli-a product, 



2 Unlike diluted solutioa created using nicardipins ampoules, the Cardene^ LV. Premised solution . 
has asfeble room temperature shelf life of to two years. - . . 
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the U.S. Patent and Trademark Office. ('TT0 1 ') issued U.S. PateatNo. 7,6i2 s l62 
(the '102 Patent) which covers pre-mixed re^y-to-i^e ^ 
.products, 3 The '102 patent describes the technical difficulties that must be 
addressed in. order to product a safe and stable pre-mixed nicardipine product as 
follows: ' ^ ■' - . 

The production of stable, ready-to-use^ premised pharmaceutical - 
compositions comprising nicardipine and/or its phairaaceuncally 
acceptable salts as the active ingredient presents different 
development hurdles than does the development of the concentrated 
ampul product sold Wmmercjally as Cardene® RTMJ 4 ] IV. As 
shown in FIG. 1, the percent of nicardipine remaining in solution 
decreases as furicrion of pH over a twenty-four Hour period. The 
percent decrease in nicardipine varies with the diluent and container 
■ ■ ' .chosen by. the hospital staff. 

' As described in the Example^ nH, the concentration of the active 
ingredient and the composition of the .container material affect the _ 
stability of the active ingredient and the formation of impurities . 
Thus. " the development of ■ a ■ stable, ready-to-uss -premtxed 
pharmaceutical composition 'requires simultaneous optrmization of 
p H and nicardipine hydrochloride concentration; as well as selection - 
i ■ - of a "pharmaceuticallv compatible container * . 

'""* i 02 Patent, § 5:2 (emphasis added). 

HHl^ofved "the stability and sterility problems for pre-rnixed nicardipine products 
jhrough a combination of a modified pH range and the use of specially-designed 
Galaxy® I.Y- bags, filled vising Baxter's proprietary "Seal/Fill/Seal" aseptic ■ 
manufacturing process. mtheGalaxy @ 'SeayFWSealprdcessaspeo.iaiPL2501 ' 
plastio film is sterilized by passage through a hydrogen peroxide (B^O^'bath in the 
Galaxy^ machine, and the bulk solution, film, and closure components are brought 
together and assembled within the interior of the Seal/Fill/Seal machine. Because 



3 A copy of fo&p&eht cart bs viewed at htto^atftmpto-gQyMetacgif'ni)li--PsTser?SeoEl=^T(])I& 
sl-?.6I2,102.FK.&OS-PH/7,612.1Q2&R^FK/7 .612.102 . 



4 H^'ltTM , 'staiio3&r ,l Ready--to-Ml-c 1 ' 
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nicardipine is especially light-sensitive, the Galaxy® bag for the finished Cardene , 
RTU product uses an opaque outer film toptotec't'fhe product' fiom light-induce'd ■ 
degradation. These processes and components for producing a ^^^ able ' m & 
sterile pre-fiiled rucardipine product were extensively sfu< ^?d bj^^gao^^^to 
and results -were reviewed by the FDA in connection with the ap^DvaTof^^^g . 
NDA for the Cardene® RTU product. See NDA 19-734/5-013 and S-0T4.. Ho such 
FDA review has been conducted with respect to Ameridos'e's manufacturing 
processes and product components. 11 . . , . .' 

Nicardipine ampoule products are sterile when manufactured, hut that sterility is 
broken immediately upon opening the ampoule for dilution and filling into an LV. . 
bag. Where the diluted product is used immediately after bang mixedj no sterility- 
related safety concerns would he expected. However, a pre~£iled nicardipine LV. 
bag that is not intended for immediate use could pose safety problems -unless the . 
ennre contents and components of the product are appropriately sterilized. . ' ■ . 

Ulllfs unaware of what, if any, sterilization processes Ameridose.uses for itspre- '. 
filled raoardipjne product,- but it is important to note that terrnmal sterilization 
techniques may not be safe and efiisicgvefoi' such products , hi its development 
worU for the Cardene® RTU ptoduct^^^odied the use of terminal sterilization 
with alternative IV. bag'systems but lsT|||§reporfed to FDA in its New Drug 
Application ("NBA") for Cardene® RTuf^erminal sterilization . . . impacted 
nicardipine hydrochloride concentration and impurity levels to an extent that, 
development of a commercially viable terminally sterilized nicardipine - - 
hyrkocMoride premised product was riot feasible." HDAKo. 19-734/S-G13, " 
Modnle.2, Table P.2.2-2. The fact that Ameridose may be using sterilization . ' ' 
techniques thai have not been reviewed or approved by FDA and which may 
actually exacerbate tho produces stability and-impurity levels should be especially 
concerning to the Board. • ' ' 

G. Ameridose 's False and Misleading Stability. Claims 

Ameridose' cannot assure thesafety of its pre-filled nicardipine LV. bags. By filling 
its bags' at a remote location and then shipping them to its hospital customers, it is 



? It is notable that Ameridoss has bad manufacturing problems in the recent past, specifically,, a 2008. 
recall ofpre-fliie-d fentauyl LV. bags dti& to super-potency.' See FDA Enforcement Report at 



Massachusetts Board of Registration in Pharmacy ' . . 

June 30, 2010 . . . . '' ' ■ " . 

Page 6 . .- " 

inevitable that most if not all of AmerMose's products will be used in patients far 
longer than 24 hours after being-filled, and thus "will be beyond the documented 
stabiHtyperiodforcBlutedrncardipinearr^orjIes. Yet despite the serious life- 
threatening risk to patients posed by degraded nicardipine injection products, \ 
Ameridose's business model reflects its. intent that its products be stored in hospital 
iavent^^^^^eeks before use! This intended use is further evidenced by'tfae fact 
that, tt^^Hwd^stan(Sii& Ameridose represents, through altered and 
nnappr^^^fflelnig, and/or oral representations by Ameridose sales agents, that its' 
pre-mixed nicardipine products has 75 days of shelf-Hfe stability. This claim is 
directly contrary to trie stability warning and instructions in the approved labeling . 
for rdcardiphie ampoule products that Ameridose uses to create its pre-mixed 
product; and BKR-is not aware of any scientifically spund bases to support extended 
stability dating for Ameridose's pre-mixed product, - 

THE AMERXB03B PRODUCT IS DTOAWFOL UKDER . 
MASSACHUSETTS LAW " 

Ameridose's maauracturing and distribution of its pre-mked nicardipine injection- 
product : violates Massachusetts law and the Board's regulations,' specifically, the 
Code of Conduct for Registered Pharmacists, Pharmacies and Pharmacy 
Departments (the "Code of Conduct"), 247 Code of Massachusetts Regulations 
§ 9:01 , law in several ways. ^ 

A, NoacoBfonmry With Federal Law in Violation of g 9,01(1); ■ 

The Code of Conduct,^ 9.01(1), reunires that "a registered pharmacist shall at all' 
■ times conduct professional activities in conformity ynftx 'federal, state and municipal 
laws, ordinances and/or regulations, including the regulations of the Board." • 
Ameridose is in violation of § 9.0 1(1) because its pre-mixed nicardipipe injection 
product violates federal law. Specifically, the Ameridose product is a "new drug" 6 
and because it'is not rhesubjeci of an approved New Drug Application, the product 
violates hie FDCA. See 21 US.C. j§ 355(a) (requiring FDA approval of all "new ■ 
drugs"), 33 1(d) (prohibiting distribution of an unapproved mew drug in violation of 
§3'55), Moreover, the fact that Ameridose modifies FDA-approyed nicardipine 
ampoules violates FDA regulations which require prior FDA apppval for the types . 



6 See21 U.S.C. .§§321(p)(definiag "new drug"); see also Weinberger v, Hynson, Westcoti & 
DuimmzA^- 609, 619, 629-30 (L973) (explaining the defmitioa of "new drag"). 
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of changes Ameridose makes in converting nicardipine ampoules, into/pre-filled IV". 
bags! See 21 C.RR. § 314.70(b). 7 . . 

B*. ' Dispensing a 3>rug in a Maimer Intended 

To Cxrenmvent Law in Violation of § 9.01(2). 

The Code of Conduct, § 9.01(2), also profdbits a pharmacist from dispensing a drug 
s % a manner which is intended, either directly or indirectly, to circumvent the jaw." 
By modifying nicardipine ampoules into pre-nuxed IV. bags without FDA 
approval, Ameridose is, directly or indirectly, circumventrng the very FDA 
regulations that EKR followed in orderto obtain approval of its KDA, and thus 
violates §9.01(2).- 

Moreover, Ameridpse's product is essentially. an attempted (and unapproved) copy 
of a commercially available product - Cardene® RTU - feat FDA has carefully 
•reviewed and approved for safety and efficacy.. As FPA itself has stated, this type 
of activity "circumvents important public health requirements and imderrnmes the 
■drug approval process - the evidence-based system of drug review that consumers ' 
and health professionals rely on for safe arid effective drugs." 8 ' ■ - 

ha addition, any representation by Ameridose that its product is a "pharmacy 
' compounded? product exempt from FDA regulation would "be false and would also 
reflect an intent io circumvent the requirements of federal lav/. FDA has long 
recognized the deceptive and evasive intent of some companies claiming to be 



7 Under this regulation, prior FPA approval is required for "any change in the drug substance, drug 
product, production process, -quality controls, equipment, or facilities/' including, 

. "changes in the qualitative or 'quantitative fbrnniladon of the dnig product, including 
inactive ingredients. • . . . ' ■ 

* "changes that may affect drug substance or drug product sterility* assoranct. , . 

V "changes in a drag product container closure system that controls the drug product delivered 
to the patieM or changes in the type, . . (e.g., glass to KigK density polyethylene (HOPE), - 
HD?E to polyvinylcbJoride, vial to syringe) ... of s pac'laging component thalinay affect 
the impurity profile of the drug product ." f 

' 3 Statement of Steven E. Gabon, CDER, "Federal and State Role in Pharmacy Compounding and 
' Reconstfcitioo: Exploring the Right Mix to Protect Patients " before the S. Comm. onHealih, Ed., 
Labor, and Pensions (Oct 23, 2003) (emphasis added). 
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"ccKoippuno^gohamiacies/' as described in the agency's Compliance Policy 
Guidance oil 'Pharmacy Compounding (the "Compounding CPG"); 

Some "pharmacies'* ■ that have sought to find shelter under and. 
"expand the scope of the exemptions applicable to\ traditional retail 
' pharmacies "have claimed that their manufacturing and. distribution 

practices are only the 'regular course of the practice of pharmacy. ■ ■ 
Yet, the practices of many of these entities seem far more consistent 
with those of tag manufacturers and wholesalers than with those of 
retail- pharmacies. 

[W]hen the scope and nature of a pharmacy^ activities raise the 
kinds of concerns normally associated with a drug manufacturer and 
■ result in significant violations- of the new drug, "adulteration, . or 
misbranding provisions of the Act, FDA has deterrrrmed that it 
shquld seriously'coasider enforcement action. 

• C. Deceptive Acts m Violation of g 9.01(g) 

The Code of Conduct, § 9.01(6), requires that "[a] pharmacist shall not engage in 
any fraudulent or deceptive ac&'^jjjfljjgose ^ ^uimitting deceptive acts in 
violation of § 9.01(6) because, to^^^gaaderstandrag, Ameridose represents, 
through new labeling, sales representative statements, or otherwise, that the product 
is stable &r 75 days firoin the date of its mannfacture when in fact,- according to 
FI)Afa diluted nicardipine ampoule product is not stable beyond 24 hours. : 
Ameridose's representations regarding extended stability of its product are therefore 
deceptive in violation of Code of Conduct § 9,01(1), and also render the product 
misbranded in violation of the FDCA, which provides that a'dragproduct is 
misbxanded "[i]f its labeling is false or impleading in any particular," orif "it is 
dangerous to health when used in the dosage or manner. . . suggested in the labeling 
thereof^! U.S.C.§§352(a),352G). ' 



9 FDA Compliance Policy Guide Manual, § 460.200 (2002). 
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• 3X Bislributmg Expired, Outdated aad. 

Substandard Drags fa Violation of $&01fl.O) ' 

The Code of Conduct, § 9.01(10), also generally prohibits pharmacists from 
"dispersing] or disfcributfirig] expired; outdated or otherwise -substandard 
drugs... . As described above, Ameridose's pre-mlxed nicarHrpine injection 
product expires and becomes outdated a mere 24 hours after it is mixed, yet as 
'distributed by Ameridose and used by hospitals, the product is sot used in patients 
until days or weeks after it has- expired. Thus, Ameridose is also violating Code of 
Conduct section 9.01(1) by its manufacturing and'distribution of its pre-rnixed 
nicardipine injection product. 

HI. THE BOARD CAN AND SHGCHLD TAKE PROMPT 
DISCIPLINARY ACTXON AGAINST AMERIDOSE 

Under the .Code of Massachusetts Regulations., 247 CMR 1.0.03(1), ^rhe Board may 
impose oisciplinkry action against an individual or entity licensed or registered by 
the Board" for violations of the phanaacy laws or regulations, or' oh one or more 
other grounds, including' ' ■ . 

"(k) Engaging in conduct that hag the capacity or potential to place the 
public health, safety or welfere-at risk;" and 

; "(I) Engaging in conduct thathas the capacity or potential to deceive or 
defraud?' ■ ■ ' 

247CMR-§ 10.03(k) &(/)'. ."' ' . - . '. 

Both of these bases for disciplinary action apply in this ease. As described - above, 
Ameridose's pre-rnixed nicardipine injection product is unsafe, and putsthe public 
• health at risk, because its extremely short stability period means that patients who 
receive the drug will be receiving an expired, outdated, -and substandard product. 
Moreover, because Ameridose represents that its product is safe and stable formuch 
longer than 24 hours after being filled, •when in fact the FDA has deterrnined that 
the product is stable for no more than 24 hours, Ameridose's activities are 
deceptive. • ; 
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CONCLUSION • 

Ameridose's unapproved pre-nlled nicardipine IV: product is Unsafe and tmla\vxul, 
m& the Board should take irnmediate action to prevent farther distribution of this 
product. ' • 

Please contact the undersigned if you have any questions or require additional 
information. ■ . . 



Respectfully submitted, 
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Ameridose offers over 2,200 sterile admixed IV solutions and prefllled oral syringes so thai we are able lo meet all your 
hospital pharmacy outsourcing needs. If you are already an Ameridose customer, you will find our full catalog through your secure 
online customer portal. * 

If you are new to Ameridose, an Ameridose representative would be pleased lo provide you with greater detail on our offerings. 
Simply call 1-388-820.0622. 

Sterile Admixing Services 

Managed by licensed pharmacists with extensive hospital experience, Ameridose Is uniquely qualified to deliver outsourced 
solutions to hospital pharmacists who face Increasing demands on their resources. 

■Ameridose's extensive facilities are custom designed and constructed with keen attention to environmental quality and control. Our 
preparations undergo rigid real-time stability studies using stability-Indicating methodologies by third-party, Independent FDA 
registered laboralories for a wide range of criteria Including stability and sterility. 

Ameridose can provide the admixed and renackaaed solutions that yon need for categories Including: 

Antagonist ' ~ 

Antibiotic 
Anticholinergic 
Cardiac Medication 
Electrolyte 
General Anesthetic 
Heparin 

Labor and Delivery Needs 
Local Anesthetic 
Neuromuscular Blocking Agent 
Pain Management 
Sedative 
And More... 





PRODUCTS 

• Admixed Solutions 
t Pr edited Oral Syringes 
< Product Categories 



Click hers for 
Information about: 
Nicardipine ready 
to use/Ready to 
Use Cardene f.V. 
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